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, of Kidder’s then outstanding common 
' stock. : , -I A

(b) In September, 1988, ¡Group Was 
formed as a holding company, which 
through Kidder and various other 
subsidiaries of Group, has, since 
October, 1986, carried on the businesses, 
theretofore conducted by Kidder énid its 
various subsidiaries. r

(c) Tile board of directors of Group, 
the holding company owning all of the 
stock of Kidder, is now composed of

;j persons, a majority of whom are 
representatives of Financial Services

■ and/or GE.
,(d] Kidder’s senior management 

presently has among its members a 
number of newly-appointed executives 

; whose historical, long-standing 
affiliations have been with GE.

7. Kidder and Webster represent that:
(a) At their expense, they will retain 

an outside consultant knowledgeable in 
investment adviser and investment 
company operations (the ‘‘Investment 
Company Consultant”) to conduct a 
review, of the policies and procedures 
utilized by Kidder and Webster to 
prevent violations of the federal 
securities laws in connection with their 
investment company business, and to 
recommend, where appropriate, changes 
in policies, procedures and staffing * 
necessary to assure ongoing compliance. 
The Investment Company Consultant 
shall not be unacceptable to the ; 
Commission and may be someone w ho . ; 
has previously rendered services to 
Kidder or its affiliates. Such review shall 
be completed within 180 days of the 
date of the filing of the Application with 
the Commission!

(b) They will, within 60 days of the 
delivery to them of the Investment 
Company Consultant's report and 
recommendaions, submit such report 
and recommendations to the 
Commission together with a report of 
Kidder and Webster setting forth the 
action they have taken or propose to 
take concerning implementation of such 
recommendations*

(8) Denial of the reqùested order could 
result in detriment to investors in the 
Kidder Investment Companies, and thé 
UITs since those investors wéjuld no 
longer have thp services of their \ 
investment adviser, depositor, sponsor j 
or principal underwriter, as the case

■ may be. _  ‘
(9) Denial of the requested .order could 

result in further harm to investors in the 
Kidderdnvestment Companies and the 
IJITs because of the uncertainty caused ; 0 
by Kidder and Webster being prohibited 
from serving the UITs and the Kidder 
Investment Companies, .as the case -may 
be. which might bring about multiple • 
redemptions of the, shares of such funds

or reduce the marketabilty of units in 
the UITs.
, (10) No Applicant has previously filed 
an application for relief pursuant to 
section 9(c) of the Act.

(11) The prohibitions of section 9(a) 
would be unduly and disproportionately 
severe as applied to Applicants, given 
the circumstances underlying the SEC 
Action and Applicants’ record of no 
prior Commission enforcement 
proceedings for violations of the Act.

(12) Applicants believe that Webster’s 
ability to serve as investment adviser to 
the Kidder Investment Companies, and 
the ability of each of Applicants to act 
in the capacities referred to in section 
9(a) of the Act, and to comply with the 
requirements of the Act, should not be 
impaired by the existence of the Final 
Judgment.

(13) By reason of the foregoing, the 
conduct of Applicants has been such as 
not to make it against the public interest 
or the protection of investors to grant 
this Application.

In making the Application, each 
Applicant states that it acknowledges, 
understands and agrees that (1) its 
Application and any temporary 
exemption issued by the Commission to 
Applicants shall be without prejuduce to 
the Commission’s consideration of any 
Other application for exemptions from 
Statutory requirements by any ■ . 
Applicant, including the consideration of 

: their Application for a permanent 
exemption pursuant to section 9(c) from 
the provisions of section 9(a) of the Act,

; or the revocation or removal of any 
temporary exemption granted in 
connection with the Application, and (2) 
no permanent order of exemption will 
be issued by the Commission until the 
submissions referred to in paragraph 
7(b) above shall have been made.

Based upon the foregoing, including 
Applicants’ representations, the Final 
Judgment and the SEC Order, and the 
remedial provisions resulting therefrom, 
the Commission has considered the , 
matter and finds, under the standards of 
Section 9(c) of the Act applicable to this 
matter, that Applicants have made the 
necessary showing to justify granting of 
a temporary exemption. ? 11 '

; £ Accordingly, it is ordered, pursuant to 
section 9(c) of the Act, that Applicants 
ere hereby temporarily exempted from 
the provisions of section 9(a) of the Act, 
operative as a result of entry of the Final 
Judgment in the SEC Action, until the 
Commission takes final action on the 
Application for an order permanently 
exempting Applicants from the 
provisions of section 9(a), <.«

Notice is further given that any 
interested person, may, not later than , 
June 29,1987, at 5:30 p.m., submit to the

Commission, in writing, a request for a 
hearing on the application accompanied 
by a statement asto  the nature of his 
interest, the reasons for such request 
and the issues, if any, of fact or law 
proposed to be controverted, or hp may 
request that he be notified if the 
Commission shall order a hearing 
thereon. Any such communication 
should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington, DC 20549. A copy of such 
request shall be served personally or by 
mail upon Applicants at the address 
stated above. Proof of such service (by 
affìdavit or, in the case of an attorney- 
ét-law, by certificate) shall be filed 
contemporaneously with the request. As 
provided by Rule 0-5 of the Rules and 
Regulations promulgated under the Act, 
a permanent order disposing of the 
application here in will be issued as of 
course following said date unless the 
Commission thereafter orders a hearing 
upon request or upon the Commission's 
own motion. Persons who request a 
hearing, or advice as to whether a 
hearing is ordered, will receive any 
notices and orders issued in this matter, 
including the date of the hearing (if 
ordered) and any postponments thereof.

By the Commission.
Shirley E. Hollis,
Assistant Secretary.
[FR Doc. 87-13101 Filed 6-8-87; 8:45 am]
BILLING CODE 8010-01-M

DEPARTMENT o f  s t a t e

[Public Notice No. 1012; Delegation of 
Authority No. 164]

Delegation of Authority; Assistant 
Secretary for the Bureau of 
International Narcotics Matters

By virtue of the authority vested in me 
by section 4 of the Act of May 26,1949 
(63 Stat. Ill; 22 U.S.C. 2658), as amended, 
I hereby delegate to the Assistant 
Secretary for International Narcotics 
Matters, the functions vested in the 
Secretary of State by Title HI, Subtitle C, 
section 3202 of the Anti-Drug Abuse Act 
of 1986 (Pub. L. 99-570).

The Assistant Secretary for 
International Narcotics Matters may 
redelegate to officers and employees 
under his/her direction and supervision 
any of the functions delegated to him/ 
her above.

Dated:M ay 23,1987.
George P. Shultz,
Secretary of State.
(FR Doc. 87-13033 Filed 6-8-87; 8:45 am] 
BILLING CODE 4710-17-M
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DEPARTMENT OF TRANSPORTATION

Office of the Secretary .

Advisory Committee for Regulatory 
Negotiation Concerning f t '  , ' > 
Nondiscrimination on the Basis of 
Handicap in Air Travel; Meetings '.1.1.
a g e n c y : Department of Transportation, 
Office of the Secretary. 
a c t io n : Notice; Schedule of Advisory 
Committee Meetings. - ~

SUMMARY: The Department of 
Transportation gives notice, as required 
by the Federal Advisory Committee Act 
(Pub. L. 92-463). that meetings of its 
Advisory Committee on Regulatory 
Negotiation (concerning 
nondiscrimination on the basis of 
handicap in air travel) will meet during 
1987 on the dates listed below. 
d a te s : Meetings of the Advisory 
Committee are scheduled mi the 
following dates:
Wednesday, June 10
Tuesday, June 18
Tuesday, June 23
Thursday, July 9
Wednesday, July 22
Thursday, July 23
Monday, August 10
Tuesday, August 11 _ •
Thursday, August 20
Wednesday, September 2
Thursday, September 3
Wednesday, September 9
Thursday; September 10
Wednesday, September 2$
Monday, October 5 
Tuesday, October 6 j
Thursday, October IS 
Friday, October 16 ^
Monday, October 26
Monday, November 2 . T
Tuesday, November 3 
Thursday, November 5 
a d d r e s s e s : The June 10 meeting will be 
held in Room 3200 of the Department of 
Transportation's headquarters building^ 
located at 400 7th Street, SW.,. 
Washington DC. Hie June IB meeting

will be held at the Endependence Center 
of Northern Virginia, 2111 Wilson 
Blved., Suite 400, Arlington, Virginia.
The June 23 meeting will be in room 8236 
of the DOT building. Locations o f: 
subsequent meetings will be announced 
in a later notice. It is expected that most 
of these meetings will take place at the 
DOT headquarters building.
FOR FURTHER INFORMATION CONTACT: 
Robert C. Ashby, Deputy Assistant 
■General Counsel for Regulation and 
Enforcement, 400 7th Street SW, Room , 
10424, Washington, DC, 20590.202-366- 
9306 (voice); 202-755-7687 (TDD). 
SUPPLEMENTARY INFORMATION: The 
listed meetings of the advisory 
committee are for the purpose of 
negotiating the contents of a proposed 
regulation that be issued by the 
Department of Transportation to . < 
implement the Air Carrier Access Act of 
1986, which prohibits discrimination on 
the basis of handicap in a ir travel. The* 
meetings ate open to the public. The 
Department requests that individuals ; 
planning to attend any of the meetings 
who will need the services of a sign 
language interpreter so inform the 
Department at least two days in 
advance of the meeting date. Interested 
persons may contact Mr. Ashby for this 
purpose.

Issued this day of June. 1987, at 
Washington, DC.
Rosalind A. Knapp,
Deputy General Counsel.
Gloria jean Gladden,
Alternate Certifying Officer.
(FR Doc. 87-13206 Filed 6-5-87; $28 pm) 
BltLMO CODE 4910-62-111

Federal Aviation Administration
[Summary Notice No. PE-87-11]

Petition for Exemption; Summary of 
Petitions Received; Dispositions of 
Petitions issued
a g en c y : Federal Aviation _ 
Administration (FAA), DOT.

a c t io n : Notice of petitions for 
exemptions received and of dispositions 
of prior petitions. ; ^

Su m m a r y : Pursuant to FAA's 
rulemaking provisions governing the 
application, processing, and disposition 
©f petitions for exemption (14 CFR Part 
11), this notice contains a summary of 
certain petitions seeking relief from 
specified requirements of the .Federal 
^Aviation Regulations (14 CFR Chapter I), 
dispositions of certain petitions 
previously received, arid corrections.
The purpose of this notice is to improve 
the public’s awareness of, and 
participation in, this aspect of FAA’s 
regulatory activities. Neither publication 
of this notice nor the inclusion or 
omission of information in the summary 
is intended to affect the legal status of 
any petition or its final disposition.
DATE: Comments on petitions received 
must identify the petition docket number 
involved and must be received on or 
before: June 29.1987.
ADDRESS: Send comments on any . 
petition in triplicate to: Federal Aviation 
Administration, Office of the Chief 
Counsel, Attn: Rules Docket (AGC-204).
Petition Docket No._______ 800
Independence Avenue, SW., 
Washington, DC 20591.
FOR FURTHER INFORMATION: Hie 
petition, any comments received, and a 
copy of any final disposition are filed in 
the assigned regulatory docket and are 
available for examination in the Rules 
Docket (AGC-204), Room 915G, FAA 
Headquarters Building (FOB 10A), 800 
Independence Avenue, SW., 
Washington, DC 20591; telephone (202) 
267-3132.

This notice is published pursuant to 
paragraphs (c), (e), and (g) of § 11.27 of Part 
11 of the Federal Aviation Regulations (14 
CFR Part 11).

Issued m Washington, DC, on June 3,1987. 
Leonard R. Smith,

’ Manager, Program Management Staff.

P e t it io n s  f o r  E x e m p t io n

Docket
No. Petitioner Regulations affected

23430.

25120

23486

17709

Douglas A ircraft Com pany..

Singapore A irlines, In c .......

Everts Air f u e l ---------------

Alaska Airlines, In c :

14 CFR 6T.57ÎC )___________:-----------

14.CFR 21.197(c).............. ..........

14 CFR 91.3HaU--.--~

14 ÒFR Parts 21 and 9 1 -------

Description of relief sought disposition

___ Extension o f Exem ption No. 3754 to  allow  petitioner's prtots to be allowed to
m eet the pBot-irvcommand landing recency requirem ents by using a Phase I 
sim ulator. Granted, April 29. 1987.

To «Dow issuance of a  special flight perm it-w ith a continuing authorization for 10 
Boeing 747 -312  aircraft for U .S. registry. Granted, May 18, 1987.

Extension o f Exem ption No. 4296  1 0  aHow petitioner to  operate its McDonnell 
Douglas DC - 6 8  aircraft. S /N  45174,. at a  S  percent increased zero :1uel and 
landing w eight lo r to e  purpose o f transporting dieae) fuel to isolated native 
villages and seism ic exploration team s In the Alaskan back qpuntiy . In the 
m4 nnerpefm tttedby 5§ *2t~ .t9fFand t 2 9 2 3 .'Grantôd, April 29. 1987: :

__ _ Extension Of Exem ption N o. 2566 to  aHow petitioner to  perform  under the
authority o f its  Operating C ertificate No. 802 m aintenance, preventive mainte
nance; alterations. Inspections, m ajor fepairs, and m ajor alterations on Boeing 
M odel 7 27 -9 0C  aircraft that a re  being  operated b y  Standard Alaska Production 
Company undôf a tease agreem ent Granted, Apr) 30, 1987. '
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Pet»tk>ns for Exemption—Continued
Docket

No.
. ■ • -------- l---------

Petitioner Regulations affected

24413 Flight Training International 14 CFR 61.63(d ) (2 ) and (3 ) and 6 1 .157 (d )(1 ):......

26007 People Express Airlines, Inc ........... 14 CFR 145.61....... ..

24593 Flying Tiger Line, In c , and Vehezolana Interna- 14 CFR 121.181, 43.3 , 43.7 , and 121.379........
tional de Aviacton, S A. (V IASA).

23147 Boeing Com m ercial Airplane Company .. 14 CFR 9 1 .1 95 (a )(1 )______ '___ ____

26091 Helicopter Association International____; - 14 CFR 61.197(c) ■ -■ 4  : -

24876 Servair, Iric, and Servair Corporation___________ 14 CFR 146.35(C) « x l 14& 37(ht......... - . . . .

24914 United States Departm ent of the Interior, O ffice 14 CFR 4 6 ^ 9 ..._ .... ............. ............■ ■
of Aircraft Services.

24991; Federal Express C orporation....!.... 14 CFR 121.371(a) and 121.378.. . .

17067 Macavia International Corporation...^__________u. 14 CFR 9 1 .27 ..............

26061 ! Airborne Express! In c ...........,_____ 14 CFR Part 121. Appendix F

Description of re lief sought disposition

To allow  trainees of petitioner, who are applicants for an airline transport pilot 
certificate or a  type rating to be added to any; grade of pilot certificate, to  
substitute the practical test requirem ents of § 6 1 1 57 (a ) for those of § 61.63(d) 
(2), and (3 ) and to com plete a portion of that practical test In a  sim ulator as 
authorized by § 61.167(d). Granted, April 30. 1967.

To allow  petitioner to  utilize certificated repair stations to perform  line and 
overnight m aintenance services at places other than the home base of the  
Certificated repair station. Denied May 11. 1967.

Partial extension of Exem ption No. 4314 to  allow Flying Tiger Line, Inc., to  
perform  m aintenance, preventative m aintenance, alterations, inspections, major 
repairs, and major alterations o f B -747  aircraft leased to VIASA and approve 
the aircraft for return to service. Granted April 30, 1967.

To allow  petitioner to  conduct noise m easurem ent tests. Ground Proximity 
W arning System  research and developm ent, and FAA certification flight tests 
at attitudes low er than 1,000 feet above the surface. Granted April 2 9 , 1967.

T P  allow  ■ the. attendees of petitioner's 1966 flight instructor course a  30-day 
« te n sio n  o f their certificates so that these certificates do not expire prior to  
the 1987 flight instructor course. Denied May 4, 1967.

To attow petitioner to  obtain Repair Station Certificates for Its  locations at 
international airports In San Francisco/ Honolulu, arid Anchorage without 
possessing a perm anent hangar large enough to  house a Boeing 747 aircraft 
which petitioner , states is the heaviest aircraft on w hich Servair Seeks an 
6 ^W6 7 . * °  Perfown and turnaround m aintenance. Denied May

To allow the operation of U S . Fish and W ildlife Service aircraft displaying 2-inch  
high nationality and registration marks (N  numbers) In place of the 12-Inch 
marks now required. Denied, May 4, 1967.

To allow  petitioner to  utilize the facilities of TAP Air Portugal, an FAA-certificated  
foreign repair station, for the inspection, repair, and overhua! o f its Boeing 727 
aircraft. Denied May 14, 1967.

o  allow  petitioner to conduct ferry flights with one engine inoperative on its 
M cDonnell Douglas DC - 6  aircraft without obtaining a special Might perm it for 
each flight. Granted May 13, 1967.

ro allow petitioner to fu lfill the night takeoff requirem ents for Initial training during 
Initial operating experience which, because of petitioner's norm al operations, is 
conducted at night. Denied, May 18, 1967.

Dispositions of Petitions for Exemption

Docket
No. Petitioner- Regulaitons affected

25030 Ransome Airlines. Inc ..^ ..... 93.123
Ransome Pan AM Exoress 93.126 , 93.129 ..1 ..,

26177 United States Coast Guard (U SCG ).,. 91.66  (a ) 6  <b), 91.70, 91.73  (a) 6  (d )/9 1 .7 9 (c ), 
91.85(b ), 91.109(a). ’{  •

91.109(a) .23609

25266
•‘ •l. .• -i-v  ■ t I -Î ! 
Am erican W estern............... .............

|/ 1 - ■ |  1  ■ | - / . ' É  I

Description o f relief sought disposition

The petitioner requested exem ption from .FAR s to  conduct additional Separate 
Access Landing (SALS) commuter operations at John F. Kennedy International 
Airport (JFK) using short takeoff arid landing (STO L) aircraft and special 
procedures. Granted April 8  1987.

An exem ption would fac itta te  the USCG mission w ith regard to interdiction of 
Illegal drug trafficking. Granted April 22, 1987.

This exem ption would perm it the operation of m ulti-engine aircraft for aerial 
mapping, aerial photograph, survey and therm al scan operations at altitudes 
contrary to those prescribed for certain directions of flig h t Granted May I 
1987.

ABow Am erican W est Airlines, Inc., to use Rolls-Royce. L td , of Derby. England  
to perform  m aintenance, preventive m aintenance, and alterations on R B -211 - 
535 series engines listed in the operations specifications o f Am erica W est 
Airlines, Inc. Granted 4/22787 1967.

Petitions for Exemption
Docket

No’ Petitioner Regulaitons affected Description o f relief sought disposition

•16299

26035

250?6

25184

1Ò943

Kenmore Air. Harbor, Inc..

.Evergeen international

% # I i ~ £ ?•'. • Si * i
Eastern Air Lines . , .  .. . • , v  . . ;

Im perial Aviation, In c .......

14 CFR 141.37(e) and Part 141, Appendix D .

14 CFR 121.503 (a ). (b), and (d ). ...L .„...

14 CFR 121.371 (a ) arid 121.378,,___

14 CFR 121.371(a) and 121.378.___......

Air Transport Association 14 CFR 121.291 and Part 121, Appendix n  , ,

Extension of Exem ption No. 2376 to  perm it trainees of petitioner to use a  
seadrom e without perm anent runway lights for night training flights involving 
seaplanes and to  perm it crediting toward flight instruction and cross-country 
night flights in seaplanes w ith a  landing In a  body of w ater less than 1 0 0  m iles 

; from  the point o f departure., provided that those flights include a  landing at a  
point other than the point erf departure, and the flights are round trip night 
cross-country flights to  a point more than 1 0 0  m iles from  the point of 
departure. Granted April 27, 1967

To allow petitioner to  schedule a pilot to  fly 10 hours In any 24-hour period and 
1 to schedule a crewm em ber for 160 hours o f duty in any 30 consecutive days. 

Denied April 24, 1967. -
to  allow  petitioner, to  use Rolls-Royce, Ltd., of Derby, England as an overhaul 

and repair source for its Rolls-Royce RB 211-22B  and RB 211-536 series 
engines. Granted, April 22. 1987.

To allow  petitioner to contract w ith original equipm ent com ponent manufacturers 
which are located outside of the United States for Inspection, repair, and 
overhaul of selected aircraft parts to support its Fairchild F H -227  aircraft 
program. Granted May 19, 1987. •

Exem ption No. 1402B allow ed certain m ember airlines of petitioner, as w ett as 
Other Part 121, certificate holders who w ere subsequently approved by the 

i FAA. to place into scheduled air carrier operation the M cDonnell Douglas D C - 
1 0  w ithout first complying w ith th e , requirem ents for the dem onstration of 
em ergency evacuation procedures for each type and model of airplane w ith a 
seating capacity of m ore than 44 passengers, that were used In passenger 

. operations. Rescinded, May 19, 1967.
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P e t it io n s  f o r  E x e m p t io n — Continued

Docket
No.

Air Transport Association.

Flying Tiger Line, Inc..

Regulations affected

14 CFR 121.291 and Part 121, Appendix €>_

14 CFR 121.371(a) and 121.378..

Description of relief sought disposition

Exemption No. 1540 allowed certain member airlines of petitioner, as well as 
, other Part 121 operators who were subsequently approved by the FAA, to 

place into scheduled air carrier operation the Lockheed L-1011 without first 
complying with die requirements for the demonstration of emergency evacu
ation procedures for each type and model of airplane with a  seating capacity 
of more than 44 passengers, that were used in passenger carrying operations.

, Rescinded, May 19. 1987.
Extension of Exemption No. 4359 to allow petitioner to continue to use Japan Air 

Lines Go., Ltd., to maintain and repair engine models JT9D-70A and JT9D-7Q 
that are used on Flying Tigers Boeing 747-2O0F aircraft. Granted, May 20. 
1987.

P e t i t i o n s  f o r  E x e m p t io n

Docket
No.

25245

036CE

Air Transport Association of America.

Challenge Air Transport in c .

USAF.......

Department of the Air Force.. 

Division of Law Enforcement. 

OMAC, tnc_________ _____ _

Regulations affected

14 CFR 81.157(a) and 121.424 (a) and (b) and 
Part 61. Appendix A and Part 212, Appendix

14 CFR 121.153(c)(2).

14 CFR 91.24(b).... ...........

14 CFR 101. 1 0 1 .13{a)(2),101.13(a)(4) . 

14 CFR 91.79(C), 91 .B5(b)....'.-.~— —  

14 CFR 23.903 (d)(2)

Description óf relief sought disposition

Extension of Exemption No. 44116 to allow: (1) A pilot employee of a  certificate 
holder, who is a  candidate for a  type rating in large airplane requiring only two 
crewmembers tor Its operation, to use approved advanced pictorial means for 
the preflight visual inspection practical test requirement without conducting an 
actual visual inspection of the passenger cabin compartment and exterior of 
the airplane, and to use a  training device for the flight deck portion of toe 
preflight visual inspection; and (2) a pilot employee of a  certificate holder who 
is enrolled in that ¿certificate holder's course of instruction in a  large airplane 
requiring only two crewmembers, to use an approved training device lor toe 
flight deck portion of the preflight visual inspection.

To allow petitioner to operate one leased Short Brothers and Hariand Limited, 
Short SC-5 Belfast aircraft for 2 years even though the aircraft does no) have 
a  U S. type design.certificate.

NOTE.—This petition was previously reopened on Aipri) 16 (52 FR 12488) with 
the comment period cfcyfeiB on June 1. At the request of the National Air 
Carriers Association, thfe cKrapent period is  being reopened for an additional 
30 days in order to provide sufficient time to comment on additional informa
tion submitted.

Petitioner seeks to continue to operate its aircraft without operating the aircraft's 
transponder. Petitioner' also seeks to expand the area affected by such 
operations.

On behalf of the Military Airlift Command, the Force requests exemption from 
FAR section 101.13(a)(2) and 101.13(a)(4) to allow the first Special Operations 
Wing to conduct Training with the Fulton Recovery System.

To allow petitioner to be exempted from §§ 91.79(c) and 91.85(b) to conduct 
certain law enforcement arid natural resource management air support oper-, 
ations.

To allow certification of their Model Laser 300 airplane without providing a 
means to stop the rotation of the turbine engine.

(FR Doc. 87-13016 Filed 6-8-87; 8:45 am}
BILLING CODE 4910-13-M

UNITED STATES INFORMATION 
AGENCY

Reporting and Information Collection 
Requirements Under OMB Review

AGENCY: United States Information 
Agency.
a c t io n : Notice of reporting 
requirements submitted for OMB 
review. ' ________
SUMMARY: Under the provisions of the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35), agencies are required to 
submit proposed or established 
reporting and record keeping 
requirements to OMB for review and 
approval, and to publish a notice in the 
Federal Register notifying the public that 
the Agency has made such a 
submission. USIA is requesting approval 
of the extension of a program OMB 
3116-0187, which will be used to collect

data (m prospective grantees who will 
implement USIA youth exchange 
programs under Pub. L. 87-258, Mutual 
Educational and Cultural Exchange Act 
of 1961. Respondents will be required to 
respond only one time. 
d a t e : Comments must be received by 
July 2,1987.

Copies: Copies of the Request for 
Clearance (SF-r83), Supporting 
Statement, transmittal letter and other 
documents submitted to OMB for 
approval may be obtained from the 
USIA Clearance Officer. Comments on 
the items listed should be submitted to 
the Office of Information and Regulatory 
Affairs of OMB, Attention: Desk Officer 
for USIA, and also to the USIA 
Clearance Officer.
FOR FURTHER INFO RM ATION CONTACT: 
Agency Clearance Officer, Retta 
Graham-Hall, United States Information 
Agency, M/AS, 3014th Street SW.. 
Washington, DC 20547. Telephone (202) 
485-7501, and OMB review: Francine 
Picoult, Office of Information and 
Regulatory Affairs, Office of

Management and Budget, New 
Executive Office Building, Washington 
DC 20503. Telephone (202) 395-7340.
SUPPLEMENTARY INFORM ATION: Title: 
"International Youth Exchange 
Organization Index”.

Abstract: This information collection 
will be provided to prospective grantees 
applying for USIA international youth 
exchange grants to facilitate the 
selection process. Data provided by 
youth exchange organizations will be 
retained by USIA for review upon 
receipt pf subsequent grant applications, 
thus facilitating the process of 
evaluating candidates’ qualifications for 
conducting youth exchange programs. 
Having data available to USIA grant 
application reviewers will eliminate the 
need for candidates to resubmit the 
same information with each new grant 
application.

Proposed Frequency of Responses: 
No. of Respondents—200; 
Recordkeeping Hours—4; Total Annual 
Burden—800.
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Dated: June 2.1987.
Charles N. Canestro,
Federal Register Liaison.
[FR Doe. 87-13034 FBed8-8-87;8:45 arof 
BILUNG CODE B230-01-«

VETERANS ADMINISTRATION

Agency Form Letter Under OMB 
Review

AGENCY: Veterans Administration; 
action : Notice.

The Veterans Administration has 
submitted to OMB for review the 
following proposal for the collection of 
information under the provisions of the 
Paperwork Reduction Act [44 U.S.C. 
Chapter 35). This document contains a 
reinstatement and lists the following 
information (1) The department or staff 
office issuing the form letter, (2) the title 
of the form letter, (3) the agency form 
letter number, if applicable, (4) a

decription of the need and its use, (5$ 
how often the form letter must be filled 
out, (6) who will be required or asked to 
report, (7) an estimate of the number of 
responses, (8) an estimate of the total 
number of hours needed to fill out the 
form letter, and (9) an indication of 
whether section 3504(h) of Pub. L. 96-511 
applies.

a d d r e s s e s : Copies of the form letter 
and supporting documents may be 
obtained from Patti Viers, Agency 
Clearance Officer (732), Veterans 
Administration, 810 Vermont Avenue, 
NW, Washington. DC 20420, (202) 233- 
2146. Comments and questions about the 
items on the list should be directed to 
the VA's OMB Desk Officer, Eiaina 
Norden, Office of Management and 
Budget, 726 Jackson Place, NW„ 
Washington, DC 20503, (202) 395-7316.
d a t e s : Gomments on the information 
collection Should be directed to the

OMB Desk Officer within 60 days of this 
notice.

Dated: June 1,1987.
By direction fb-the Administrator.

David A. Cox,
Associate Deputy Administrator for 
Management.

Reinstatement
1. Department of Memorial Affairs
2. Gravesite Reservation Survey
3. VA Form Letter 40-12
4. The information is needed to 

determine if individuals holding 
gravesite reservations wish to retain 
their benefit or to determine their 
continued eligibility.

5. Biennially
6. Individuals or households 
7.15,332 responses
8. 3,076 hours
9. Not applicable.
(FR Doc. 87-13014 Filed 6-8-87; 8:45 amj 
BILLING CODE «320-01-«
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Sunshine Act Meetings Federal Register
VoJL 52, No. tiQt 

Tuesday,, June 9, 1987

This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “ Government in the Sunshine 
Act“  (Pub. L 94-409) 5 U.S.C. 552b(e)(3).

FOREIGN CLAIMS SETTLEMENT 
COMMISSION

[F.C.S.C. Meeting Notice No. 6-87]

Announcement in Regard to 
Commission Meetings and Hearings

The Foreign Claims Settlement 
Commission, pursuant to its regulations 
(45 CFR Part 504), and the Government 
in the Sunshine Act (5 U.S.C. 552b), ; 
hereby gives notice in regard to the 
scheduling of open meetings and oral 
hearings for the transaction of 
Commission business and other matters 
specified, as follows:
Date and Time, and  Subject M atter
Tues., June 23,1987 at 1090 a.m.

Oral Hearing on objection to decision 
issued under the Ethiopian Claims 
Program: E-010—Crown Cork è  Seal 
Company, Inc.„

Tues., }une 23,1987 at 2:00 pm .
Consideration of H earings on the Record, 

Final Decisions, and Petitions to Reopen 
under the Ethiopian Claims Program.

Subject matter,listed-above; not - >, - 
disposed of at the scheduled meeting, 
may be earned over to the agenda of the 
following meeting.

All meetings: are held at the Foreign 
Claims Settlement Commission, 1111- 
20th Street, NW., Washington, DC. 
Requests for information, or advance 
notices of intention to observe a 
meeting, may be directed to: 
Administrative Officer, Foreign Claims 
Settlement Coinmission, llll-20 th  
Street, NW., Room 400, Washington, DC 
20579, Telephone: (202) 653-6155.

Dated at Washington, DC on June 5,1987. 
Judith fi. Lock,
Administrtive Officer.
[FR Dob. 87-13186 Filed 8-5-87; 12:38 am) 
BILLING CÒDE 441 0-01 -M

NUCLEAR REGULATORY COMMISSION
d a te : Weeks of June 8,15,22, and 2$, 
1987.
place: Commissioners’ Conference 
Room, 1717 H Street, NW„ Washington, 
DC - . V. ; - .
STATUS: Open and Closed.

MATTERS TO BE CONSIDERED:
Week of June 8 
Monday, June 8 
10:00 a m . ;

Briefing by Executive Branch and 
Discussion of Possible Enforcement 
Action (Closed—Ex. 5 A 10) '

Tuesday, June 9 
2:00 p.m. •

Discussion of Performance Indicator 
■ Program (Public M eeting) ’

Thursday, June 11
2:00 pm . ' ' v- » '

Briefing by DOE on High Level W aste . ..
Program (Public Meeting)

3:30 pm .
Affirm ation/Discus8)on and Vote (Public 

Meeting)
a. NFS Ltd’s Proposed Purchase  of the 

Stock of NFS, In c —and OCAW llTs 
Request for Hearing (Tentative)

b. Metocoa, Inc., FDBA the Pesses 
Company (Hearing with Respect to 
Immediately Effective Order Modifying 
License No. STB-1254; EA-85-122) 
(Tentative)

W eek o f June 15—Tentative  

Tuesday, June 16
1090 am . . i  ; ■ J~i

Discu88ion/Pos8ible Vote on Full Power 
Operating License for Nine Mile Point-2 
(Public Meeting) ”}

2:00 pm .
M eeting w ith S ta tes and Affected Indian 

Tribes on the S tatus of National High 
Level W aste Program (Public Meeting)

Wednesday, June 17 
290 pm .

Discussion/Possible Voté on Fort St. Vrain 
Authorization to Exceed 35 Percent 
Power Level (Public Meeting)

Thursday, June 18 
290 pm .

Briefing by Executive Branch (Closed—Ex. 
1) (Tentative)

3:30 p.m.
Affirmation/Discussion andV ote (Public 

Meeting) (if needed)-
W eek o f June 22— Tentative

Thursday, June 25
1090 am . ” , -, » ’ ’

Affirmation/Discussion and Vote (Public 
Meeting) (if needed)

W eek o f June 29—Tentative  

Thursday, June 30 
290 pm .

D iscussion/Possible Vote on Full Power 
O perating License for Braidwood-1 
(Public M eeting) (Tentative) !

Wednesday, June July 1 
11:30 am . •

Affirmation/Discussion and Vote (Public 
• Meeting) (if needed)

TO VERIFY THE STATUS OF MEETINGS 
CALL (RECORDING): (202) 634-1498.

CONTACT PERSON FOR MORE 
INFORMATION: Robert McOsker (202) 
634-1410.

Robert B. McOsker,
Office of the Secretary.
June 4,1987.
(FR Doc. 87-13242 Filed 9-5-87; 8:45 am) 
BILLING CODE 7590-01-M

UNITED STATES INTERNATIONAL TRADE 
COMMISSION :

[usrrc SE-87-21]

TIME AND d a te : Tuesday, June 16,1987 
at 10:00 a.m.
p l a c e : Room 117,701E Street, NW., 
Washington, DC 20436.
STATUS: Open to the public.
MATTERS TO BE CONSIDERED:
1. Agenda

* 2. M inutes i  *. ' . , .
3. Ratifications
4. Petitions and Complaint# %
5. Inv. TA-203-17 (Heavyweight

Motorcycles)—briefing and voile.
, 6. Recognition of outstanding keyworkers for 

the 1987 Savings Bond Drive.
7. Any items left over from previous agenda.

CONTACT PERSON FOR MORE 
INFORMATION: Kenneth R. Mason, 
Secretary (202) 523-0161. ! '
Kenneth R . M ason,
Secretary.
June 4,1987.

(FR Doc. 87-13190 Filed 6-5-87; 8:45 am) . 
BILLING CODE 7020-02-M ! j  fi ' 1

UNITED STATES INTERNATIONAL TRADE 
COMMISSION :

(USITC SE-87-22]

TIME AND p a te : Thursday, June 25,1987 
at 1090 a.m,
PLACE: Room 117,701E Street, NW.,
, Washington;, DC 20436.
STATUS: Open to the public.
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MATTERS TO BE CONSIDERED:
1. Agenda * r ;:
2. Minutes
3. Ratifications ' ■
4. Petitions and Complaints
5. Inv. 731-TA-338, 339. 340 (F) (Urea from

the German Democratic Republic,
Romania, and the Union of Soviet . ' • * ;
Socialist Republics}-—briefing .and vote; ^

6. Any items left over from previous agenda. ■ ' :  ̂ .
CONTACT PERSON FOR MORE
INFORMATION: Kenneth R. Mason, « _ , .A  ‘  ̂ * -
Secretary (202) 523-0161. ,
Kenneth R. Mason,
Secretary.
June 4,1987.

[FR Doc. 87-13191 Filed S-S-67; 12:45 pmj 
BILLING  CODE 702 0-02 -M
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Corrections Federal Register 
Vol. 52, No. 110 

Tuesday, June 9, 1987

This section of the FEDERAL REGISTER 
contains editorial corrections of previously 
published Presidential, Rule, Proposed 
Rule, and Notice documents and volumes 
pf the Code of Federal Regulations. 
These corrections are prepared by the 
Office of the Federal Register. Agency 
prepared corrections are issued as signed 
documents and appear in the appropriate 
document categories elsewhere in the 
issue.

1. On page 11294, in the second 
column, in the first line, “1000 ppm” 
should read ”100 ppm”.

2. On the same page, in the second 
column, in the fourth complete .. 
paragraph, in the 20th line, the formula 
should read “7.52 X 10“ *” and in the 24th 
line, the formula should read “7.52x10“ 5 
to 7.54X10“
B ILLING  CODE 1505-0t-D

May 29,1987, make the following
corrections:' 1 \ ‘
§ 64.6 [Corrected]

1. On page 20084, in § 64.6, in the last 
column of the table, under “Special 
flood hazard areas identified”, the first 
entry should read “Nov. 22,1977” and 
the three entries reading “Do” should be 
removed.

2. On page 20085, in § 64.8, in the last

ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 180

[PP 6E3325/P413; FRL-3180-7J

FEDERAL EMERGENCY 
MANAGEMENT AGENCY

44 CFR Part 64

[Docket No. FEMA 6752]

column of the table, under “Special 
flood hazard areas identified”, the 1st, 
8th, 13th through 18th, 26th through 29th, 
and 39th entries, all reading “Do”, 
should be removed.
B ILLIN G  COOE 1505-01-0  ,

Pesticide Tolerance for Benomyl 

Correction
, In proposed rule document 87-7383 
beginning on page 11293 in the issue of 
Wednesday, April 8,1987, make the 
following corrections:

List of Communities Eligible for the 
Sale of Flood Insurance; Michigan et 
aL
Correction

In rule document 87-11844 beginning 
on page 20084 in the issue of Friday,

• ' I f  -§  

f : i '■
■ £ ;



Tuesday 
June 9, 1987

Part II

Department of 
Health and Human 
Services
Public Health Service

42 CFR Part 2
Confidentiality of Alcohol and Drug 
Abuse Patient Records; Final Rule
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Public Health Service

42 CFR Part 2

Confidentiality of Alcohol and Drug 
Abuse Patient Records
a g e n c y : Alcohol, Drug Abuse, and 
Mental Health Administration, PHS, 
HHS.
ACTION: Final rule.
s u m m a r y : This rule makes editorial and 
substantive changes in the 
“Confidentiality of Alcohol and Drug 
Abuse Patient Records” regulations. 
These changes are an outgrowth of the 
Department’s commitment to make its 
regulations more understandable and 
less burdensome. The Final Rule 
clarifies and shortens the regulations 
and eases the burden of compliance. 
EFFECTIVE DATE: August 10,1987.
FOR FURTHER INFORMATION CONTACT: 
Judith T. Galloway (301) 443-3200. ■ 
SUPPLEMENTARY INFORMATION: The 
“Confidentiality of Alcohol and Drug 
Abuse Patient Records” regulations, 42 
CFR Part 2, implement two Federal 
statutory provisions applicable to 
alcohol abuse patient records (42 U.S.C. 
290dd-3) and drug abuse patient records 
(42 U.S.C. 290ee-3).

The regulations were originally 
promulgated in 1975 (40 FR 27802). In 
1980 the Department invited public 
comment on 15 substantive issues 
arising out of its experience interpreting 
and implementing the regulations (45 FR 
53). More than 450 public responses to 
that invitation were received and taken 
into consideration in the preparation of 
a 1983 Notice of Proposed Rulemaking 
(48 FR 38758). Approximately 150 
comments were received in response to 
the Notice of Proposed Rulemaking and 
were taken into consideration in the 
preparation of this Final Rule.

The proposed rule made both editorial 
and substantive changes in the 
regulations and shortened them by half. 
This Final Rule adopts most of those 
changes, with some significant 
substantive modifications and relatively 
few editorial and clarifying alterations.
Synopsis of Substantive Provisions

The Confidentiality of Alcohol and 
Drug Abuse Patient Record regulations 
(42 CFR Part 2) cover any program that 
is specialized to the extent that it holds 
itself out as providing and provides 
alcohol or drug abuse diagnosis, 

i treatment, or referral for treatment and 
which is federally assisted, directly or 
indirectly (§ 2.12 (a) and (b)).

The regulations prohibit disclosure or 
use of patient records (“records’* 
meaning any information whether 
recorded or not) unless permitted by the 
regulations (§ 2.13). They do not prohibit 
giving a patient access to his or her own 
records (§ 2.23). However, the 
regulations alone do not compel 
disclosure in any case (§ 2.3(b)).

The prohibition on disclosure applies 
to information obtained by the program 
which would identify a patient as an 
alcohol or drug abuser (§ 2.12(a)(1)). The 
restriction on use of information to 
investigate or to bring criminal charges 
against a patient applies to any alcohol 
or drug abuse information obtained by 
the program (§ 2.12(a)(2)).

Any disclosure premitted under the 
regulations must be limited to that 
information which is necessary to carry 
out the purpose of the disclosure 
(§2.13).

The regulations permit disclosure of 
information if the patient consents in 
writing in accordance with § 2.31. Any 
information disclosed with the patient’s 
consent must be accompanied by a 
statement which prohibits further 
disclosure unless the consent expressly 
permits further disclosures or the 
redisclosure is otherwise permitted by 
the regulations (§ 2.32). Special rules 
govern disclosures with the patient’s 
consent for the purpose of preventing 
multiple enrollments (§ 2.34) and for 
criminal justice referrals (§ 2.35).

The regulations permit disclosure 
without patient consent if the disclosure 
is to medical personnel to meet any 
individual’s bona tide medical 
emergency (§ 2.51) or to qualified 
personnel for research (§ 2.52), audit, or 
program evaluation (§ 2.53). Qualified 
personnel may not inlcude patient 
identifying information in any report or 
otherwise disclose patient identities 
except back to the program which was 
the source of the information (§§ 2.52(b) 
and 2.53(d)).

The regulations permit disclosure 
pursuant to a court order after the court 
has made a finding that “good cause” 
exists. A court order may authorize 
disclosure for noncriminal purposes 
(§ 2.64); for the purpose of investigating 
or prosecuting a patient if the crime 
involved is extremely serious (§ 2.65); 
for the purpose of investigating or 
prosecuting a program or a person 
holding the records (§ 2.66); and for the 
purpose of placing an undercover agent 
or informant to criminally investigate 
empolyees or agents of the program 
(§ 2.67).

A; court order may not authorize 
disclosure of confidential 
communications unless disclosure is 
necessary to protect against an existing

threat to life or serious bodily injury of 
another person; to investigate or 
prosecute an extremely serious crime; or 
if the patient brings the matter up in any 
legal proceedings (§ 2.63).

A court order may not authorize 
qualified personnel who received 
information without patient consent for 
the purpose of conducting research, 
audit, or program evaluation, to disclose 
that information or to use it to conduct 
any criminal investigation or 
prosecution of a patient (§ 2.62). 
Information obtained under a court 
order to investigate or prosecute a 
program or other person holding the 
records or to place an undercover agent 
or informant may not be used to conduct 
any investigation or prosecution of a 
patient or as the basis for a court order 
to criminally investigate or prosecute a 
patient (§ 2.66(d)(2) and § 2.67(e)).
. These regulations do not apply to the 

Veteran’s Administration, to exchanges 
within the Armed Forces or between the 
Armed Forces and the Veterans’ 
Administration; to the reporting under 
State law of incidents of suspected child 
abuse and neglect to appropriate State 
or local authorities; to communications 
within a program or between a program 
and an entity having direct 
administrative control over the program; 
to communications between a program 
and a qualified service organization; and 
to disclosures to law enforcement 
officers concerning a patient’s 
commission of (or threat to commit) a 
crime at the program or against 
personnel of the program (§ 2.12(c)).

If a person is not now and never has 
been a patient, there is no patient record 
and the regulations do not apply 
(§ 2.13(c)(2)).

Any answer to a request for a 
disclosure of patient records which is 
not permitted must not affirmatively 
reveal that an identified individual has 
been or is an alcohol or drug patient. 
One way to make such an answer is to 
give a copy of the confidentiality 
regulations to the person who asked for 
the information along with general 
advice that the regulations restrict the 
disclosure of alcohol or drug abuse 
patient records and without identifying 
any person as an alcohol or drug abuse 
patient (§ 2.13(c)).

Each patient must be told about these 
confidentiality provisions and furnished 
a summary in writing (§ 2.22).

There is a criminal penalty for 
violating the regulations: not more than 
$500 for a first offense and not more 
than $5,000 for each subsequent offense 
(§ 2.4).
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COMPARISON WITH PROPOSED 
RULE
Subpart A—Introduction 
Reports o f Violations

Both the existing and proposed rules 
provide for the reporting of any 
violations of the regulations to the 
United States Attorney for the judicial 
district in which the violations occur, for 
reporting of violations on the part of 
methadone programs to the Regional 
Offices of the Food and Drug 
Administration, and for reporting 
violations by a Federal grantee or 
contractor to the Federal agency 
monitoring the grant or contract (See 
§§ 2.7 and 2.5, respectively.)

Inasmuch as it is the Department of 
Justice which has ultimate and sole 
responsibility for prosecuting violations 
of these regulations, the Final Rule 
continues to provide for the référencé of 
reports of any violations to the United 
States Attorney for the judicial district 
in which the violations occur.

It also continues to provide for the 
reference to the Regional Offices of the 
Food and Drug Administration of any 
reports of violations by a methadone 
program. As a regulatory agency, the 
Food and Drug Administration has both 
the organization and authority to 
respond to alleged violations.

The Final Rule no longer directs 
reports of violations by a Federal 
grantee or contractor to the Federal 
agency monitoring the grant or contract 
or, as in the proposed revision of the 
rules, violations by a Federal agency to 
the Federal agency responsible for the 
program. This change is made in 
recognition of the lack of investigative 
tools available to granting and 
contracting agencies and of the ultimate 
referral which must be made to the 
Department of Justice. Of course, if 
alleged violations come to the attention 
of the Department of Health and Human 
Services, they will be forwarded to an 
appropriate representative of the 
Department of Justice.
Subpart B—General Provisions 
Specialized Programs

Like the proposed rule at § 2.12, the 
Final Rule is applicable to any alcohol 
and drug abuse information obtained by 
a federally assisted alcohol or drug 
abuse program. ‘‘Program” is defined in 
§ 2.11 as a person which says it provides 
and which actually provides alcohol or 
drug abuse diagnosis, treatment, or 
referral for treatment. A program may 
provide other services in addition to 
alcohol and drug abuse services, for ■= 
example mental health or psychiatric 
services, and nevertheless be an alcohol

or drug abuse program within the 
meaning of these regulations so long as 
the entity is specialized by holding itself 
out to the community as providing 
diagnosis, treatment, or referral for 
treatment for alcohol and/or drug abuse.

If a facility is a provider of general 
medical care, it will not be viewed in 
whole or in part as A program unless it 
has either (1) an identified unit i.e., a 
location that is set aside for the 
provision of alcohol or drug abuse 
diagnosis, treatment, or referral for 
treatment, or (2) it has personnel who 
are identified as providers of diagnosis, 
treatment, or referral for treatment and  
whose primary function is the provision 
of those alcohol dr drug abuse services.

Regardless of whether an entire legal 
entity is a program or if a part of the 
entity is a program, the confidentiality 
protections cover alcohol or drug abuse 
patient records within any federally 
assisted program, as “program" is 
defined in these regulations.

Those comments opposed to limiting 
applicability of the regulations to 
“specialized” programs focused on the 
desirability of full and uniform 
applicability of confidentiality 
standards to any alcohol or drug abuse 
patient record irrespective of the type of 
facility delivering the services.

The Department takes the position 
that limiting applicability to specialized 
programs, i.e., to those programs that 
hold themselves out as providing and 
which actually provide alcohol or drug 
abuse diagnosis, treatment, and referral 
for treatment, will simplify 
administration of the regulations 
without significantly affecting the 
incentive to seek treatment provided by 
the confidentiality protections. 
Applicability to specialized programs 
will lessen the adverse economic impact 
of the current regulations on a 
substantial number of facilities which 
provide alcohol and drug abuse care 
only as an incident to the provision of 
general medical care. We do not foresee 
that elimination of hospital emergency 
rooms and general medical or surgical 
wards from coverage will act as a 
significant deterrent to patients seeking 
assistance for alcohol and drug abuse.

While some commenters suggested 
that there will be an increased 
administrative burden for organizations 
operating both a specialized alcohol 
and/or drug abuse program and 
providing other health services, we view 
this as the same burden facing all 
general medical care facilities under the 
existing rule.

In many instances it is questionable 
whether applicability to general medical 
care facilities addresses the intent of

Congress to enhance treatment 
incentives for alcohol and drug abuse 
inasmuch as many alcohol and/or drug 
abuse patients are treated in a general 
medical care facility not because they 
have made a decision to seek alcohol 
and drug abuse treatment but because 
they have suffered a trauma or have an 
acute condition with a primary diagnosis 
of other than alcohol or drug abuse.

In sum, we are not persuaded that the 
existing burden on general medical care 
facilities is warranted by the benefit to 
patients in that setting. Therefore, the 
Final Rule retains the language of the 
proposed rule at § 2.11 defining 
“program” and making the regulations 
applicable at § 2.12 to any information 
about alcohol and/or drug abuse 
patients which is obtained by a 
federally assisted alcohol or drug abuse 
program for the purpose of treating, 
making a diagnosis for treatment, or 
making a referral for treatment of 
alcohol or drug abuse.
Communications between a Program 
and an Entity Having Direct 
Adm inistrative Control

The existing regulations at § 2.11(p)(l) 
and the proposed rule at § 2.12(c)(3) 
exempt from the restrictions on 
disclosure communications of 
information within a program between 
or among personnel in connection with 
their duties or in connection with 
provision of patient care, respectively. 
The Department has previously 
interpreted the existing provision to 
mean that communications within a 
program may include communications to 
an administrative entity having direct 
control over the program.

The Final Rule has incorporated that 
legal opinion into the text by amending 
§ 2.12(C)(3) to exempt from restrictions 
on disclosure "communications of 
information between or among 
personnel having a need for the 
information in connection with their 
duties that arise out of the provision of 
diagnosis treatment, or referral for 
treatment of alcohol or drug abuse” if 
the communications are within a 
program or between a program and an 
entity that has direct administrative 
control over the program. Paragraph (d) 
of that same section is accordingly 
amended to restrict any further 
disclosure by an administrative entity 
which receives information under 
§ 2.12(c)(3).
Explanation o f  A pplicability

The existing regulations are 
applicable to patient records maintained 
in connection with the performance of
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any alcohol abuse or drug abuse 
prevention function which is federally 
assisted. Applicability is determined by 
the nature and purpose of the records, 
not the status or primary functional 
capacity of the recordkeeper. The 
definition of "alcohol abuse or drug 
abuse prevention function" includes 
specified activities “even when 
performed by an organization whose 
primary mission is in the field of law 
enforcement or is unrelated to alcohol or 
drugs.”

The proposed regulations and the 
Final Rule at § 2.12 make the regulations 
applicable to any information about 
alcohol and drug abuse patients which 
is obtained by a federally assisted 
alcohol or drug abuse program. A 
program is defined to be those persons 
or legal entities which hold themselves 
out as providing and which actually 
provide diagnosis, treatment, or referral 
for treatment for alcohol and/or drug 
abuse. Thus, there is a fundamental shift 
toward determining applicability on the 
basis of the function of the recordkeeper 
and away from making that decision 
based solely on the nature and purpose 
of the records.

No alcohol and drug abuse patient 
records, whether identified by the 
nature and purpose of the records or the 
function of the recordkeeper, are 
covered by these regulations unless the 
diagnosis, treatment, or referral for 
treatment with which the records are 
connected is federally assisted.

Several commenters pointed out that 
while the regulatory language of the 
proposed rule on its face applies the rule 
to information about alcohol and drug 
abuse patients in federally assisted 
programs, the explanation of the 
applicability provision at § 2.12(e)(2) 
obscures the otherwise forthright 
statement by an additional standard 
based on the type of Federal assistance 
going to the program, i.e., some patient 
records in a federally assisted program 
would be covered and others would not. 
Those who commented on this section 
urged that coverage distinctions under 
the explanation in § 2.12(e)(2) be 
omitted because they result in disparate 
treatment of patient records within an 
alcohol and/or drug abuse program 
based on the type of Federal assistance 
going to the program. Other commenters 
asserted that basing coverage on the 
type of assistance is inconsistent with 
the clear meaning of the applicability 
provision in the proposed and Final 
Rule.

The Final Rule revises the proposed 
explanatory material at § 2.12(e)(2) to 
show that all alcohol and drug abuse 
patient records within a covered 
program are protected by the

confidentiality provisions and that the 
record of an individual patient in an 
uncovered program, whose care is 
federally supported in some way which 
does not constitute Federal assistance to 
the program under § 2.12(b)» is not 
afforded confidentiality protections. 
Thus, where a Federal payment is made 
to a program on behalf of an individual 
patient and that program is not 
otherwise federally assisted under 
§ 2.12(b), the record of that individual 
will not be covered by the regulations. 
Although the Department expects them 
to be rare, it would be possible for such 
instances to occur. For example, if a 
Federal court places an individual in a 
for-profit program that is not certified 
undier the Medicare program, that is not 
authorized to conduct methadone 
treatment, and is not otherwise federally 
assisted in any manner provided in 
§ 2.12(b), the patient record of that 
individual would not be covered by the 
regulations even though the Federal 
court paid for the individual’s treatment.

Comments to the proposed rule were 
persuasive that the type of assistance 
should not affect the scope of records 
covered within a covered program.
When the determination of covered 
records was based on the purpose and 
nature of each record, it was consistent 
to view Federal assistance from the 
perspective of each individual record. 
However, when the determination of 
which records are covered is based on 
who is keeping the records, as in the 
proposed and Final Rule, it is consistent 
with the approach to view Federal 
assistance from the program level as 
applying to all alcohol and drug abuse 
patient records within the program.

Determining coverage based on 
Federal assistance to the program rather 
than to an individual represents a 
change in policy from the current 
regulations under which the Department 
views a Federal payment made on 
behalf of an individual as sufficient to 
cover that individual’s record. However, 
any disadvantage in not covering 
individual records in those rare cases 
which may occur is outweighed by the 
advantages of consistency and 
efficiency in management of the 
program as a result of all alcohol and 
drug abuse patient records in the 
program being subject to the same 
confidentiality provisions.

The Final Rule includes new material 
at § 2.12(e)(3) which briefly explains the 
types of information to which the 
restrictions are applicable, depending on 
whether a restriction is on disclosure or 
on use. A restriction on disclosure 
applies to any information which would 
identify a patient as an alcohol or drug 
abuser. The restriction on use of

information to bring criminal charges or 
investigate a patient for a crime applies 
to any information obtained by the 
program for the purpose of diagnosis, 
treatment, or referral for treatment of 
alcohol or drug abuse.

Several commenters strongly urged 
the explicit inclusion of school-based 
education and prevention programs in 
the applicability of the regulations. 
School-based education and prevention 
activities may fall within the definition 
of a program if they provide alcohol or 
drug abuse diagnosis, treatment, or 
referral for treatment and if they hold 
themselves out as so doing. That is 
reflected in the Final Rule at § 2.12(e)(1) 
with the inclusion of "school-based 
programs" in the list of entities which 
may come under the regulations.

An example of how diagnosis affects 
coverage has been omitted at 
§ 2.12(e)(3)(ii). It is omitted not because 
the example could never occur under the 
Final Rule, but because it is very 
unlikely that a "specialized" program, as 
program is defined under these 
regulations, would be treating a patient 
for a conditioii which is not related to 
alcohol or drug abuse such that the 
reference to a patient’s alcohol or drug 
abuse history would not be related to 
the condition for which treatment is 
rendered. Inasmuch as the regulations 
only apply to programs, this example is 
more likely to confuse than provide 
guidance and for that reason has been 
taken out.
Notifying a Parent or Guardian o f a 
M inor’s  Application for Treatment

The proposed rule at § 2.14 
reorganized and revised but did not 
substantively amend the existing § 2.15 
dealing with the subject of minor 
patients. Under both the existing and 
proposed rules, a minor patient’s 
consent is generally required prior to 
notifying the minor’s parent or guardian 
of his or her application for treatment. 
This is true even though without 
notification it is impossible to obtain 
parental consent in those cases where 
State law requires a parent, guardian, or 
other person to consent to alcohol or 
drug abuse treatment of a minor.

While this issue was not raised in the 
proposed rule, the Department has 
received several inquiries on it from the 
public since the proposed rule was 
published suggesting that in those 
States, where the parent’s or guardian’s 
consent is needed for the minor’s 
treatment, the program should be free to 
notify the parent or guardian of the 
minor’s application for treatment 
without constraint. The Department has 
considered this issue and decided to
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make no substantive changes in the 
existing section dealing with minor 
patients.

Although both the current rule and the 
proposed rule generally prohibit 
parental notification without the minor’s 
consent, they also provide for an 
exception. Under this exception such 
notification would be permitted when, in 
the program director’s judgment, the 
minor lacks the capacity to make a 
rational decision on the issue of 
notification, the situation poses a 
substantial threat to the physical well
being of the minor or any other person, 
and this threat may be alleviated by 
notifying the parent or guardian. Under 
this provision, the program director is 
vested with the authority to determine 
when the circumstances permitting 
parental notification arise. In discussing 
the Department’s philosophy behind this 
provision, § 2.15-l(e) of the existing rule 
states: “It [this provision] is based upon 
the theory that where a person is 
actually as well as legally incapable of 
acting in his own interest, disclosures to 
a person who is legally responsible for 
him may be made to the extent that the 
best interests of the patient clearly so 
require.”

While this éxception would not permit 
parental notification without constraint 
whenever the program director feels it is 
appropriate, the Department believes it 
does provide the program director with 
significant discretion and does permit 
parental notification in the most 
egregious cases where the “best 
interests of the patient clearly so 
require.” Accordingly, the Department 
has determined not to make any 
substantive changes in the manner in 
which thè exi$ting rule handles the issue 
of parental notification. However, 
proposed § 2.14 has been revised to 
clarify that no change in meaning is 
intended from the current rule.

Finally, it should be noted that this 
rule in no way compels a program to 
provide services to a minor without 
parental consent.
Separation o f Clinical from Financial/ 
Administrative Records:

The current rules governing research, 
audit, or evaluation functions by a 
governmental agency at § 2.53 state that 
“programs should organise their records 
so that financial and administrative 
matters can be reviewed without 
disclosing clinical information and 
without disclosing patient identifying 
information except where necessary for 
audit verification." The proposed rule 
transformed this hortatory provision for 
maintenance of financial/administrative 
records apart from clinical records into

a requirement in § 2,16 dealing with 
security for written records.

Several commenters predicted that 
such a requirement will pose an 
extremely cumbersome burden on 
programs, perhaps tantamount to 
requiring maintenance of two systems of 
files. The Final Rule has adopted the 
recommendation of those commenters to 
drop this requirement, primarily on the 
basis of the potential administrative and 
recordkeeping problems it poses in the 
varied treatment settings to which these 
regulations are applicable.

While it is desirable to withhold 
clinical information from any research, 
audit, or program evaluation function for 
which that clinical information is not 
absolutely essential, the Final Rule does 
not require recordkeeping practices 
designed to guarantee that outcome. The 
Final Rule does, of course, implement 
the statutory provisions which prohibits 
those who receive patient identifying 
information for the purpose of research, 
audits, or program evaluation from 
identifying, directly or indirectly, any 
individual patient in any report of such 
research, audit, or evaluation or 
otherwise disclosing patient identities in 
any manner (see § § 2.52(b) and 2.53(d)).
Subpart C—Disclosures with Patieint’s 
Consent . . vT  ̂ T
Notice to Patients

Like the proposed rule, the Final Rule 
at § 2,22 requires that notice be given to ! 
patients that Federal law and 
regulations protect the confidentiality of 
alcohol and drug abuse patient records. 
The response to this provision in the 
proposed rule reflects strong support for 
notifying patients of confidentiality 
protections, although many stressed that 
the notice should be simplified in order 
to be useful rather than confusing to the 
patient. Some of those who 
recommended against adoption of a 
notice provision did so on grounds that 
the notice as proposed is too complex. 
Therefore, in response to many who 
supported the notice provision and those 
who opposed it on grounds that it is too 
complex, the Final Rule substantially 
revises the elements which must be 

I indluded in the written notice to each 
patient and accordingly rewrites the 
sample notice which a program may 
adopt at its option in fulfillment of the 
notice requirement.
Form o f Written Consent

The proposed rule retains the 
requirements in § 2.31 of the existing 
regulations for written consent to 
disclosure of information which would 
identify an individual as an alcohol or 
drug abuser. There was a great deal of

support among those who commented 
on this provision for the retention of the 
existing elements of written consent on 
grounds that the present system is 
working well and that the elements 
which go to make up written consent are 
sufficiently detailed to assure an 
opportunity for a patient to make an 
informed consent to disclose patient 
identifying information. Others 
recommended a more generalized 
consent form.

The Final Rule retains all elements 
previously required for written consent, 
though in one instance it will permit a 
more general description of the required , 
information. The first of the required 
elements of written consent in both the 
existing and proposed rule (§ 2.31 (a)(1)) 
asks for the name of the program which 
is to make the disclosure. The Final Rule 
will amend that element by calling for 
“(1) The specific name ór general 
designation of the program or person 
permitted to make the disclosure." This 
change will permit a patient to consent 
to disclosure from a category of facilities 
or from a single specified program. For 
example, a patient who chooses to 
authorize disclosure of all his or her 
records without thè necessity of 
.completing multiple consent forms or 
individually designating each program 
on a single consent form would consent 
to disclosure from all programs in which 
the patient has been enrolled as an 
alcohol or drug abuse patient. Or, a 
patient might narrow the scope of his or 
her consent to disclosure by permitting 
disclosure from all programs located in 
a specified city, from all programs 
operated by a named organization, or as 
now, the patient might limit consent to 
disclosure from a single named facility. 
(In this connection, the Department 
interprets the existing written consent 
requirements to permit consent to 
disclosure of information from many 
programs in one consent form by listing 
specifically each of those programs on 
the form.)

This change generalizes the consent 
form with respect to only one element 
without diminishing the potential for a 
patient's making an informed consent to 
disclose patient identifying information. 
The patient is in position to be informed 
of any programs in which he or she was 
previously enrolled and from which he 
or she is willing to have information 
disclosed.

With regard to deficient written 
consents, the Final Rule at § 2.31(c) 
reverts to language from the existing 
regulations rather than using the 
language of the proposed rule to express 
the idea that a disclosure may not be 
made on the basis of a written consent
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which does not contain all required 
elements in compliance with paragraph
(a) of |  2.31. There was no intention in 
drafting the proposed rule to establish a 
different or more stringent standard 
than currently exists prohibiting 
disclosures without a conforming 
written consent. Because that was 
misunderstood by some, the Final Rule 
will not permit disclosures on the basis 
of a written consent which, “On its face 
substantially fails to conform to any of 
the requirements set forth in paragraph
(a) of this section . . . ”
Express Consent to Redisclosure 
Perm itted

Both the existing and proposed rules 
at § 2.32 prohibit redisclosure by a 
person who receives information from 
patient records pursuant to the written 
consent of the patient and who has been 
notified that the information is protected 
by Federal rules precluding redisclosure 
except as permitted by those Federal 
rules. However, the statement of the 
prohibition on redisclosure at § 2.32 
does not make evident the Department’s 
interpretation that it is possible for a 
patient, at the same time consent to 
disclosure is given, to consent to 
redisclosure in accordance with the 
Federal rules. The Final Rule rewords 
the statement of prohibition on 
redisclosure and adds the phrase shown 
in quotes below to the second sentence 
as follows:

The Federal rules prohibit you from making 
any further disclosure of this information 
“unless further disclosure is expressly 
permitted by the” written consent of the 
person to whom it pertains or is otherwise 
permitted by 42 CFR Part 2.

The purpose of the added phrase is to 
acknowledge that redisclosure of 
information may be expressly permitted 
in the patient’s written consent to 
disclosure. For example, a patient may 
consent to disclose pertinent 
information to an employment agency 
and at the same time permit the 
employment agency to redisclose this 
information to potential employers, thus 
making unnecessary additional consent 
forms for redisclosures to individual 
employers. Similarly, a patient may 
consent to disclose pertient information 
to an insurance company for the 
purpose of claiming benefits, and at the 
same time consent to redisclosure by 
that insurance company to another 
organization or company for the purpose 
of administering the contract under 
which benefits are claimed by or on 
behalf of the patient.

Patient Consent to Unrestricted 
Communications for the Purpose o f  
Criminal Justice System  Referrals

Most of those who commented on the 
revision of § 2.35 generally supported 
the proposed changes. However, two 
State commentera encouraged retention 
of language in the existing regulations 
which explicitly permits a patient to 
consent to “unrestricted 
communications.” Otherwise, those 
commentera say, the revision will act as 
a deterrent to criminal justice system 
referrals.

Both the proposed and Final Rule omit 
most limitations on disclosures to which 
a patient may consent. The criteria for 
permitting release of information with 
patient consent under the Final Rule are:
(1) A valid consent under § 2.31 and (2) 
a determination that the information 
disclosed is necessary to carry out the 
purpose for which the consent was given 
(§ 2.13(a)). Although special rules for 
disclosures in connection with criminal 
justice system referrals were retained, 
they do not restrict “how much and 
what kind of information” a patient may 
consent to have disclosed under § 2.31. 
Section 2.31(a)(5) places no restrictions 
on how much or what kind of 
information a patient may consent to 
have disclosed. That section simply 
requires that each written consent 
describe how much and what kind of 
information the patient consents to have 
disclosed. A patient may consent to 
disclosure of any information 
concerning his or her participation in a 
program. In the case of a consent for the 
purpose of a criminal justice system 
referral, consent to disclose “any 
information concerning my participation 
in the program” pursuant to § 2.31(a)(5) 
would permit “unrestricted 
communications” from the program to 
appropriate persons within the criminal 
justice system to the same extent 
permitted by the existing rule.
Therefore, the Final Rule does not 
substantively alter § 2.35 as proposed. 
(Paragraph (c) has been reworded for 
clarity.)
Subpart D—Disclosures Without 
Patient’s Consent
Elimination o f  the Requirement to 
Verify M edical Personnel Status

The proposed regulations at § 2.51 
implement the statutory provision which 
permits a disclosure “to medical 
personnel to the extent necessary to 
meet a bona fide medical emergency.” 
The proposed rule added a requirement 
not contained in the existing § 2.51 that 
the program make a reasonable effort to 
verify that the recipient of the 
information is indeed medical personnel.

The Final Rule deletes the proposed 
verification requirement in response to 
comments from several sources that 
such a requirement is unnecessary, will 
cause delay, and could possibly impede 
emergency treatment. In view of those 
comments and our interest in easing the 
burden of compliance where possible, 
the Final Rule does not require 
verification of the “medical personnel” 
status of the recipient of information in 
the face of a medical emergency.

However, the statute permits 
disclosures only to medical personnel to 
meet a medical emergency and 
elimination of the verification 
requirement does not in any way 
expand upon the category of persons to 
whom a disclosure may be made to meet 
a medical emergency. Neither does 
elimination of the verification 
requirement affect the provision in the 
Final Rule at § 2.51(c) that a program 
document in the patient’s records any 
disclosure which is made in the face of a 
medical emergency.
A ssessm ent o f Research R isks

The proposed regulations at § 2.52 
modified and streamlined existing 
provisions in § § 2.52 and 2.53 governing 
disclosures for scientific research. The 
proposal clarified that the determination 
of whether an individual is qualified to 
conduct scientific research would be left 
to the program director, and required 
that such qualified personnel have a 
research protocol which includes 
safeguards for storing patient identifying 
information and prohibits redisclosures 
except as allowed by these regulations.

The Final Rule adds an additional 
condition: The program director must 
ensure that a written statement is 
furnished by the researcher that the 
research protocol has been reviewed by 
an independent group of three or more 
individuals who found that the rights of 
patients would be adequately protected 
and that the potential benefits of the 
research outweigh any potential risks to 
patient confidentiality posed by the 
disclosure of records.

This revision was prompted by 
comment from both the public and 
private sectors that review of the 
research protocol for the purpose of 
ensuring the protection of human 
subjects participating in the research (in 
this case, the patients whose records are 
proposed for use in research) is 
imperative prior to permitting disclosure 
of patient identifying information for the 
conduct of scientific research. The 
requirement that researchers state in 
writing that the protocol has been 
reviewed for the protection of human 
subjects will provide an additional point
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of reference for the program director in 
determining whether to release patient 
identifying information for research 
purposes.

Researchers who receive support from 
the Department and many other Federal 
agencies are required under regulations 
for the protection of human subjects to 
obtain review of their protocol from an 
"institutional review board (IRB)." Such 
boards generally are set up by the 
institution employing the researcher. 
Regulations require that IRBs be 
composed of persons with professional 
competence to review research, as well 
as persons who can judge sensitivity to 
community attitudes and ethical 
concerns. Documentation of review and 
approval by an IRB or by another group 
of at least three individuals, 
appropriately constituted to make 
judgements on issues concerning the 
protection of human subjects, would 
meet the new requirement in 12.52(a)(3).
Audit and Evaluation A ctivities b y  
Nongovernmental Entities

The proposed regulations at § 2.53 
simplify and shorten the provisions on 
audit and evaluation activities and 
divide them into two categories: (I) 
Those activities that do not require 
copying or removal of patient records, 
and (2) those that require copying or 
removal of patient records. The 
proposed rule permits governmental 
agencies to conduct audit and 
evaluation activities in both categories.
In addition, if no copying or removal of 
the records is involved, the program 
director may determine that other 
persons are "qualified personnel" for the 
purpose of conducting audit and 
evaluation activities. There is no 
provision for nongovernmental entities 
to perform any audit or evaluation 
activity if copying or removal of records 
is involved.

In response to the proposed rule the 
Department received comment that third 
party payers should be permitted to 
copy or remove records containing 
patient identifying information as is  
permitted by governmental agencies that 
finance or regulate alcohol or drug 
abuse programs.

Recognizing that private 
organizations, like governmental 
agencies, have a stake in the financial 
and programmatic integrity of treatment 
programs arising out of their financing of 
alcohol and drug abuse programs 
directly, out of peer review 
responsibilities, and as third party 
payers, the Final Rule permits access to 
patient identifying information for audit 
and evaluation activities by private 
organizations in circumstances identical 
to the access afforded governmental

agencies. Specifically, if a private 
organization provides financial 
assistance to a program, is a third party 
payer covering patients in the program, 
or is a peer review organization 
performing a utilization or quality 
control review, the Final Rule permits 
the private organization to have access 
to patient identifying information for the 
purpose of participating in audit and 
evaluation activities to the same extent 
and under the same conditions as a 
governmental agency.
A udit and Evaluation o f M edicare or 
M edicaid Programs

In response to specific questions 
which have come to the Department’s 
attention and in recognition of the 
continued importance of the integrity of 
the Medicare and Medicaid programs to 
the delivery of alcohol and drug abuse 
services, the Final Rule includes anew  
paragraph (c)in$ 2.53 which clarifies 
the audit and evaluation provisions as 
they pertain to Medicare or Medicaid.

Specifically, the new paragraph 
clarifies that the audit and evaluation 
function includes investigation for the 
purpose of administrative enforcement 
of any remedy imposed by law by any 
Federal, State, or local agency which 
has responsibility for oversight of the 
Medicare or Medicaid programs. The 
new paragraph makes explicit that the 
term "program” includes employees of 
or providers of medical services under 
an alcohol or drug abuse program. 
Finally, it clarifies that a peer review 
organization may communicate patient 
identifying information for the purpose 
of a Medicare or Medicaid audit or 
evaluation to the agency responsible for 
oversight of the Medicare or Medicaid 
program being evaluated or audited.
Subpart E—Court Orders Authorizing 
Disclosure and Use
Court-Ordered Disclosure o f  
Confidential Communications

The existing regulations at 5 2.63 limit 
a court order to "objective” data and 
prohibit court-ordered disclosure of 
"communications by a patient to 
personnel of the program." The 
proposed regulations delete the 
provision restricting a court order to 
objective data and precluding an order 
from reaching "communications by a 
patient to personnel of the program." 
Deletion of that provision provoked 
considerable discussion and concern on 
the part of a large number of persons, 
85% of whom opposed allowing court- 
ordered disclosure of nonobjective data.

The Final Rule at § 2.63 restores 
protection for many "communications 
by a patient to personnel of the

program" and information which is of a 
nonobjective nature, but it does not 
protect that information from court 
order in the face of an existing threat to 
a third party or in connection with an 
investigation or prosecution of an 
extremely serious crime.

Because the existing regulations seem 
to be dealing uniformly with two related 
but not necessarily identical types of 
information, i.e., “objective” data and 
"communications by a patient to 
personnel of the program," the Final 
Rule drops those terms in favor of the 
term "confidential communications,” a 
term in use since 1975 in existing 
§ 2.63-1. "Confidential communications" 
are the essence of those matters to be 
afforded protection and are as readily 
identified as "objective" data. 
Furthermore, protection of "confidential 
communications" is more relevant to 
maintaining patient trust in a program 
than is protection of "communications 
by a patient to personnel of the 
program,” a term which does not 
distinguish between the innocuous and 
the highly sensitive communication.

Most comments in opposition to 
relaxing the court order limitations on 
confidential communications said that 
the potential for court-ordered 
disclosure of confidential 
communications will compromise the 
therapeutic environment, may deter 
some alcohol and drug abusers from 
entering treatment, and will yield 
information which may be readily 
misinterpreted or abused.

While freedom to be absolutely 
candid in communicating with an 
alcohol or drug abuse program may have 
therapeutic benefits and may be an 
incentive to treatment, it is the position 
of the Department that those therapeutic 
benefits cannot take precedence over 
two circumstances which merit court- 
ordered disclosure of confidential 
communications.

The first of these is a circumstance in 
which the patient poses a threat to any 
third party. Existing rules do not permit 
a court to authorize disclosure of any 
communication by a patient to a 
program; for example, that the patient is 
abusing a child or has expressed an 
intention to kill or seriously harm 
another person. The balance between 
patient confidentiality and an existing 
threat posed by the patient to life or of 
serious bodily injury to another person 
must be weighted in favor of permitting 
a court to order disclosure of 
confidential communications which are 
necessary to protect against such an 
existing threat.

The second of these circumstance is 
one in which a patient’s confidential
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communications to a program are 
necessary in connection with 
investigation or prosecution of an 
extremely serious crime, such as a crime 
which directly threatens loss of life or 
serious bodily injury. The Department 
takes the position that it is consistent 
with the intent of Congress and in the 
best interest of the Nation to permit the 
exercise of discretion by a court, within 
the context of the confidentiality law 
and regulations, to determine whether to 
authorize disclosure or use of . 
confidential communications from a 
patient’s treatment record in connection 
with such an investigation or 
prosecution.

Our aim is to strike a balance 
between absolute confidentiality for 
“confidential communications" on one 
side and on the other, to protect against 
any existing threat to life or serious 
bodily harm to others and to bring to 
justice those being investigated or 
prosecuted for an extremely serious 
crime who may have inflicted such harm 
in the past. While many confidential 
communications will remain beyond the 
reach of a court order, revised § 2.63 of 
the Final Rule will permit a court to 
authorize disclosure of confidential 
communications if the disclosure is 
neccessary to protect against an existing 
threat to life or serious bodily injury, if 
disclosure is necessary in connection 
with investigation or prosecution of an 
extremely serious crime, or, as in the 
existing rule, if disclosure is in 
connection with a legal proceeding in 
which the patient himself/herself offers 
testimony or evidence concerning the 
confidential communications.
Open Hearing on Patient Request in 
Connection with a Court Order

Courts authorizing disclosure for 
noncriminal purposes are required at 
§ 2.64(c) of the Final Rule to conduct any 
oral argument; review of evidence, or 
hearing in the judge’s chambers or in 
some manner that ensures patient 
identifying information is not disclosed 
to anyone who is not a party to the 
proceeding, to a party holding: the 
record, or to the patient. The existing 
rules provide that a patient may request 
an open'hearing. The proposed rule did 
not provide for the patient to request an 
open hearing. • . ^  » •; t*  ' ' "* *

The existing and proposed rule 
provides that a patient may consent to 
use of his or her name rather than a 
fictitious name in any application for an 
order authorizing disclosure for 
noncriminal purposes. The existing rule 
requires “voluntary and intelligent" 
consent« The proposed rule ensures the 
quality of the consent by requiring that

it be in writing and in compliance with 
§2.31.

Upon reconsideration, the Department 
has reinstated the provision permitting a 
patient to consent to an open hearing in 
a noncriminal proceeding but with the 
same formality as is required by the 
proposed rule for a consent by the 
patient to use his or her name in an 
application for an order. Therefore, the 
Final Rule at § 2.64(c) requires that any 
hearing be held in such a way as to . 
maintain the patient’s confidentiality 
“unless the patient requests an open 
hearing in a manner which meets the 
written consent requirements of these 
regulations.”
Content o f  Court Order—Sealing o f  
R ecord as an Example \

The content of a court order 
authorizing disclosure for noncriminal, , 
purposes and any order for disclosure 
and use to investigate or prosecute a 
program or the person holding the 
records is limited at § 2.64(e) to 
essential information and limits ; 
disclosure to those persons who have a 
need for the information. In addition, the 
court is required to take such other 
measures as are necessary to limit 
disclosure to protect the patient, the 
physician-patient relationship, and the 
treatment services. We have included at 
§ 2.64(e)(3) an example of one such 
measure which may be pecessary: , ,.  
sealing the record of any proceeding for 
which disclosure of a patient’s records 
has been ordered. It is the Department’s 
experience that heightened awareness 
of this possibility by members of the 
treatment community and legal 
profession can limit dissemination of 
patient identifying information to those 
for whom the court determined "good 
cause” exists without turning all or a 
part of a patient’s treatment record into 
public information. The Final Rule adds 
as an example of a measure which the 
court might take to protect the patient, 
the physician-patient relationship and 
the treatment service “sealing from 
public scrutiny the record of any 
proceeding for which disclosure of a 
patient’s record has been ordered.” A 
similar change has also been made in 
§2j67(d)(4).
Extrem ely Serious Crime as a Criterion 
for a Court O rder to Investigate or 
Prosecute a Patient

The proposed rule at § 2.64 purported 
to retain the existing standard with 
regard to court orders which may be 
issued for the purpose of investigating or 
prosecuting a patient; i.e., the standard 
that no court order may authorize i. 
disclosure and use of patient records for 
investigation or prosecution of

nonserious crimes. In an effort to clarify 
the nature of those crimes for which a 
court may order disclosure and use of 
patient records to investigate or 

: prosecute the patient, the proposed rule 
dropped the term “extremely serious” 
crime in favor of a more specific 
functional definition of a crime which 
“causes or directly threatens loss of life 
or serious bodily injury.” While ,the 
proposed rule purported to retain the 
existing standard, comments received 
from law enforcement agencies have 
contested that outcome, asserting that 
the criterion as proposed Would be 
significantly narrowed. Arguing in favor 

- of a broader standard; law enforcement : 
interests advocated a more flexible 
criterion which would permit courts to 

! Weigh relevant factors on a case-by-case 
' basis; /

Inasmuch as the change in the 
proposed rule was intended to clarify— 
not to further limit—those crimes for 
which a court may authorize use of a 
patient’s record to investigate or 
prosecute the patient, the Final Rule 
reinstates the existing language, 
“extremely serious.” This broader 
criterion will permit more flexibility and 
discretion by the courts in deciding 
whether a crime is of a caliber which 
merits use of a patient’s treatment 
record ,to investigate or prosecute the 

; patient. ...
The Final Rule names as examples of 

\ “extremely serious” crimes homicide* ¡ 
rape, kidnapping, armed robbery, 
assault with a deadly weapon, and child 
abuse and neglect. Deleted from the list 
of proposed examples is “sale of illicit 
drugs."

Based on the view that most patients 
, in drug abupe treatment are vulnerable 
to a charge of sale of illicit drugs, many 
commenters asked that “salé of illicit 
dregs” not be categorically named as an 
extremejy serious crime. To dp so, they 
asserted, would make almost all 
patients in dreg rehabilitation or 
treatment programs vulnerable to 
investigation or prosecution by means of 
court-ordered use of their own treatment 
records.

While the Final Rule eliminates “sale 
Of illicit dregs” a 8 an example of an 
extremely serious crime, it does not alter 

í the authority of a court to find that 
under appropriate circumstances sale of 
an illicit dreg is, in fact, an extremely 
serious crime, and it reflects a decision.: 
to leave any such determination up to a 
court of competent jurisdiction which is 
called upon to order the use of a 
patient’s treatment records to prosecute 
the patient in view of any circumstances 
known to the court.
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New LaW To Permit Reporting of Child 
Abuse and Neglect' : * ‘

Section 106. of Pub. L. 99-401, the 
Children’s justice and Assistance Act of 
1988, amends sections 523(e) and 527(e) 
of the Public Health Service Act (42 
U.S.C 290dd-3(e) and 42 U.S,C 290ee- , 
3(e)) to permit the reporting of suspected 
child abuse and neglect to appropriate 
State or local authorities in accordance 
with State law. The amended serious of 
the Public Health Service Act provide;

The prohibitions of this section do not 
apply to the reporting under State law of 
Incidents of suspected child abuse and 
neglect to the appropriate State or Focal 
authorities.

This newly enacted statutory 
exception tp the restrictions on 
disclosure of information which Would 
identify an alcohol or drug abuse patient 
provides a straightforward avenue for 
making reports of incidents of suspected 
child abuse and neglect in accordance 
with State law without resort to devices . 
explained in the preamble to the ' 
proposed rule, he., obtaining a court 
order, reporting without identifying the 
patient as an alcohol or drug abuser, 
getting the patient's written consent, 
entering into a qualified service 
organization agreement, or reporting a 
medical emergency to medical 
personnel. While the potential still 
exists for using the devices described in 
the proposed rule, there is no 
foreseeable reason to use them to report 
suspected child abuse and neglect in 
view of the amendment.

Although the new law excepts reports 
of suspected child abuse and neglect 
from the statutory restrictions on 
disclosure and use, it does not affect the 
applicability of the restrictions to the 
original, alcohol and drug abuse patient 
record maintained by; the program. 
Accordingly, if< following a report of : 
suspected child abuse or neglect, the 
appropriate State authorities wish to 
subpoena patient.records {or program: 
personnel to testify about patient ./• 
records) for civil or criminal proceedings 
relating to the child abuse or neglect, 
appropriate authorization would be 
required under the statutes and 
regulations. While written patient 
consent would suffice for a civil 
proceeding, it would be necessary to 
obtain an .authorizing court order under 
paragraph (b)(2)(C) of the confidentality 
statutes and § 2.65 of the regulations for 
use of the record to criminally ' 
investigate or prosecute a. patient.
Editorial Changes

The Final Rule makes very tew ' 
editorial or clarifying changes td the 
regulations as proposed. ;

Number, tense, punctuation, and 
sequential numbering are changed " 
Where appropriate. Definitions 
applicable only to prevention of multiple 
enrollments in detoxification and 
maintenance treatment programs are 
moved from the definitions section to 
§ 2.34. Section 2.85(c) has been rewritten 
for clarity. A clarifying phrase or word 
is added to the definition of "patient 
identifying information” at § 2.11, to 
§ 2.19 (a)(1) and (h)(1) and to 
§ 2.31(a)(8). The phrase “or other’’ has 
been added to § 2.53(c) because a court 
order under § 2,66 may be issued to 
investigate a program for criminal or 
administrative purposes. At § 2.65(d)(3) 
alternative language is adopted 
consistent with language used 
elsewhere to express a similar thought 
At § 2.65 (d)(4) the term “program” is 
used in lieu of “person holding the 
records” inasmuch as none but a ; 
program will be providing services to 
patients. *•'% •» i . v
Regulatory Procedures
Executive Order12291

This is not a major rule under 
Executive Order 12291. Overall costs to 
general medical care facilities will be 
reduced as a result of the decision to 
apply the regulations only to specialized 
alcohol and drug abuse treatment 
programs. Cost to covered programs will 
be reduced somewhat by simplification 
of the rules. The amendments do not 
have an annual effect on the economy of 
$100 million or more or otherwise meet 
the criteria for a ’major rule under the 
Executive Order. Thus, no regulatory ' 
analysis is required.
Regulatory Flexibility A ct

As a result of the decision to apply the 
regulations only to specialized alcohol 
and drug abuse treatment' programs, the 
Final Rule will not have a significant; 
economic impact on a substantial 
number of small entities. The regulations 
will no longer apply to general medical 
care providers which render alcohol or 
drug abuse services incident to their 
general medical care functions; thus, the 
number of small entities affected will be 
less than substantial. The economic 
impact will be less than significant 
because much of that impact arises from 
the cost of determining that the records 
of a général medical care patient are 
subject to the regulations and thereafter 
treating those records differently than 
all others in the general medical care 
facility. If is anticipated that programs 
covered by these rules will realize à 
érhall savings as. a result of the 
simplification of thé rules.

Information Collection Requirements
Informationcollection requiremehtsvin 

thisT’inal Rule are: -
(1) Obtaining written patient consent

(§ 2.31(a)), ;
(2) . Notifying each patient of 

confidentiality provisions (§ 2.22), and
(3) Documenting any disclosure to 

meet a medical emergency (§ 2.51).
The information collection 

requirements contained in these final 
regulations have been approved by the 
Office of Management and Budget under 
section 3504(h) of the Paperwork 
Reduction Act of 1980 and have been 

. assigned control number 0930-0099, 
approved for use through April 30,1989.

List of Subjects in 42 CFR Part 2
Alcohol abuse, Alcoholism, 

Confidentiality, Drug abuse, Health 
records. Privacy.

Dated: July 3,1986.
Robert E. Windom. ,
Assistant Secretary for Health,

Approved: April 9,1987.
Otis R. Bowen,
Secretory.

The amendments to 42 CFR Part 2 are 
hereby adopted as revised and set forth 
below;

PART 2—CONFIDENTIALITY OF 
ALCOHOL AND DRUG ABUSE 
PATIENT RECORDS

Subpart A—Introduction 

See.
2.1 Statutory authority for confidentiality of 

drug abuse patient records.
2.2 Statutory authority for confidentiality of 

alcohol abuse patient records.
2.3 Purpose and effect.
2.4 Criminal penalty for violation.
2.5 Reports of violations.

Subpart B—General Provisions
2.11 Definitions.
2.12 Applicability.
2.13 Confidentiality restrictions.
2.14 Minor patients.
2.15 Incompetent and deceased patients.
2.18 Security for written records.
2.17 Undercover agents and informants.
2.18 , Restrictions on the use of identification 

cards.
2.19 Disposition of records by discontinued 

programs.
2.29 Relationship to State laws,
2.21 Relationship to Federal statutes 

protecting research subjects against . 
compulsory disclosure of their identity. 

2.22. Notice to patients of Federal 
. confidentiality requirements.

2.23 Patient access and restriction on use.
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Subpart C—Disclosures With Patient’s 
Consent . ¿i '■
Sec.. t ' ; ' ' • i .
2.31 Form of written consent.' ',
2.32' Prohibition on redisclosure.
2.33 Disclosures permitted with written : 

consent. ; . :
2.34 Disclosures to prevent multiple 

enrollments in detoxification and 
maintenance treatment programs.

2.35 Disclosures to elements of the criminal 
justice system which have referred 1 
patients.

Subpart D—Disclosures Without Patient 
Consent
2.51 Medical emergencies*
2.52 Research activities.,
2.53 Audit and evaluation activities.

Subpart E—Court Orders Authorizing 
Disclosures and USe
2.61 Legal effect of order.
2.62 Order not applicable to records 

disclosed without consent to researchers 
auditors and evaluators.

2.63 Confidential communications*
2.64 Procedures and criteria for orders 

authorizing disclosures for noncriminal 
purposes.

2.65 Procedures and criteria for orders 
authorizing disclosure and use of recordf 
to criminally investigate or prosecute 
patients.

2.66 Procedures and Criteria for orders 
authorizing disclosure and use of records 
to investigate or prosecute a program or 
the person holding the records.

2.67 Orders authorizing the use of 
undercover agents and iniformants to 
criminally investigate employees or 
agents of a program. j

Authority: Sec. 408 of Pub* L. 92-255, 86 
Stat, 79, as amended by sec. 303 (a), (b) of 
Pub. L  93-282, 83 Slat. 137,138; sec. 4(c)(5)(A) 
of Pub. L. 94-237, 90 Stat. 244; sec. 111(c)(3) of 
Pub* L. 94-581,90 Stat. 2852; sec. 509 of Pub.
L. 96-88,93 Stat. 695; sec. 973(d) of Pub. L. 97- 
35,95 Stat. 598; and transferred to sec. 527 of 
the Public Health Service Act by sec. 
2(b)(l6)(B) of Pub. L. 98-24,97 Stat. 182 and 
as amended by sec. 106 of Pub. L. 99-401,100 
Stat; 907 (42 U.S.Ç* 290ee-3) and sec. 333 of 
Pub. L. 91-616, 84 Stat; 1853, as amended by 
sec. 122(a) of Pub. L. 93-282, 88 Stat, 131; and 
sec. 111(c)(4) of Pub. L. 94-581, 90 Stat. 2852 
and transferred to sec. 523 of thé Public 
Health Service Act by sec. 2(b)(13) of Pub. L. 
96-24,97 Stat. 181 and as amended by sec.
106 of Pub. L. 99-401,100 Stat.; 907 (42 Ù.S.C. 
290dd-3).

Subpart A—Introduction j
§ 2.1 Statutory authority for 
confidentiality of drug abuse patient 
records.

Thé restrictions of these regulations 
upon the disclosure and use of drug 
abuse patient records were initially 
authorized by section 408 of the Drug 
Abuse Prevention, Treatment, and 
Rehabilitation Act (21 U.S.C. 1175). That 
section as amended was transferred by ' 
Pub. L. 98-24 to section 527 of the Public

Health Service Act which is codified at 
42 U.S.C. 290ee-3. The amended 
Statutory authority is set forth below:
Section 2S0ee~3. Confidentiality o f patient 
records.
(a) Disclosure authorization

Records of the identity, diagnosis, 
prognosis, or treatment of any patient which 
are maintained in connection with the 
performance of any drug abuse prevention 
function conducted, regulated, or directly or 
indirectly assisted by any department or 
agency of the United States shall, except as 
provided in subsection (e) of this Section, be 
confidential and be disclosed only for the 
purposes and under the circumstances 
expressly authorized under subsection (b) of 
this section.

(b) Purposes and circumstances of disclosure 
affecting consenting patient and patient 
regardless of consent

(1) The content of any record referred to in 
subsection (a) of this section may be 
disclosed in  accordance with the prior 
written consent of the patient with respect to 
whom such record is maintained, but only to 
such extent, under such circumstances, and 
for such purposes as may be allowed under 
regulations prescribed pursuant to subsection
(g) of this section.

(2) Whether or not the patient, With respect 
to whom any given record referred to in 
subsection (a) of this section is maintained, 
gives his written consent, the content of such 
record may be disclosed as follows:

(A) To medical personnel to the extent 
necessary to meet a bona fide medical 
emergency.

(B) To qualified personnel for the purpose 
of conducting scientific research, 
management audits, financial audits, or 
program evaluation, but such personnel may 
not identify, directly or indirectly, any 
individual patient in any report of such 
research, audit, or evaluation, or otherwise 
disclose patient identities in any manner.

(C) If authorized by an appropriate order of 
a court of competent jurisdiction granted 
after application showing good cause 
therefor. In assessing good cause the court 
Shall weigh the public interest and the need 
for disclosure against the injury to the 
patient, to the physician-patient relationship, 
and to the'treatment services. Upon the 
granting of such order, the court, in 
determining the extent to which any 
disclosure of all o r any part of any record is 
necessary, shall impose appropriate 
safeguards against unauthorized disclosure.

(c) Prohibition against use of record in 
making criminal charges or investigation of 
patient

Except as authorized by a court order 
granted under subsection (b)(2)(C) of this 
section, no record referred to in subsection 
(a) of this section may be used to initiate or 
substantiate any criminal charges against a 

' patient or to conduct any investigation of a 
patient.

(d) Continuing prohibition against disclosure 
irrespective of status as patient

The prohibitions of this Section continue to 
apply to records concerning any individual 
who has been a patient, irrespective of 
Whether or when he chases to be a patient.

(e) Armed Forces and Veterans’ 
Administration; interchange of'records; report 
bf suspected child abuse and neglect to State 
dr local authorities

The prohibitions of this section do not 
apply to any interchange of records—

(1) within the Armed Forces or witrhin 
those components of the Veterans’ 
Administration furnishing health care to 
veterans, or

(2) between such components and the 
Aimed Forces.

The prohibitions of this section do not 
apply to the reporting under State law of 
incidents of suspected child abuse and 
neglect to the appropriate State or local 
a u th o r it ie s .;,
(f) Penalty for first and subsequent offenses
; Any person who violates any provision of 

this section or arty regulation issued pursuant 
to  this section shall be fined not more than 
$500 in the case of a first offense, and not 
nore than $5,000 in the case of each 
subsequent offense.
(g) Regulations; interagency consultations; 
definitions, safeguards, and procedures,, 
including procedures and criteria for issuance 
and scope of orders

Except as provided in subsection (h) of this 
section, thé Secretary, after consultation with 
the Administrator of Veterans’ Affairs and 
the heads of other Federal departments and 
agencies substantially affected thereby, shall 
prescribe regulations to carry out the 
purposes of this section. These regulations 
may contain such definitions, and may 
provide for such safeguards and procedures, 
including procedures and criteria for the 
issuance and scope of orders under 
subsection (b)(2)(C) of this section, as in the 
judgment of the Secretary are necessary or 
proper to effectuate the purposes of this 
section, to prevent circumvention or evasion 
thereof, or to facilitate compliance therewith. 
(Subsection (h) was superseded by section 
111(c)(3) of Pub. L. 94-581. The responsibility 
of the Administrator of Veterans’ Affairs to 
write regulations to provide for 
confidentiality of drug abuse patient records 
under Title 38 was moved from 21 U.S.C. 1175 
to 38 U.S.C. 4134.)

§ 2.2 Statutory authority for 
confidentiality of alcohol abuse patient 
records.

The restrictions of these regulations 
upon the disclosure and use of alcohol 
abuse patient records were initially 
authorized by section 333 of the 
Comprehensive Alcohol Abuse and 
Alcoholism Prevention, Treatment, and 
Rehabilitation Act of 1970 (42 U.S.C. 
4582). The section as amended was 
transferred by Pub.- L; 98-24 to section 
523 of the Public Health Service Act
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which is codified at 42 U.S.C. 290dd-3.
The amended statutory authority, is. set 
forth below: , v Y..$

Section 290dd-3. Confidentiality of patient, 
records
fa) Disclosure authorization 

Records of the identity, diagnosis, ' 
prognosis, or treatment of any patient which 
are maintained in connection with the 
performance of any program or activity 
relating to alcoholism or alcohol abuse 
education, training, treatment, rehabilitation, 
or research, which is conducted, regulated, or 
directly or indirectly assisted by any 
department or agency of the United States 
shall, except as provided in subsection (e) of 
this section, be confidential and be disclosed 
only for the purposes and under the 
circumstances expressly authorized under 
subsection (b) of this section.

(d) Continuing prohibition against disclosure 
..{irrespective of status as patient

. The prohibitions of this section continue to 
apply to records concerning any individual '

; who has been a patient, irrespective of 
whether or when he ceases to be a patient.
(e) Armed Forces and Veterans* 
Administration; interchange of record of 
suspected child abuse and neglect to State or 
local authorities
• The prohibitions of this section do hot 

: apply to any interchange of records—
(1) within the Armed Forces or within those 

components of the Veterans^ Administration 
furnishing health care to veterans, or

(2) between such components and the 
Aimed Forces.
The. prohibitions of this section do not apply 
to the reporting under State law of incidents 
of suspected child abuse and neglect to the 
appropriate State or local authorities.

(b) Purposes and circumstances of disclosure 
affecting consenting patient and patient 
regardless of consent

(1) The content of any record referred to in 
subsection (a) of this section may be 
disclosed in accordance with the prior 
written consent of the patient with respect to , 
whom such record is maintained, but only to 
such extent, under such circumstances, and
for such purposes as may be allowed under 
regulations prescribed pursuant to subsection
(g) of this section.

(2) Whether or not the patient, with respect 
to whom any given record referred to in 
subsection (a) of this section is maintained, 
gives his written consent, the content of such 
record may be disclosed as follows:

(A) To medical personnel to the extent
necessary to meet a bona fide medical 
emergency. . .

(B) To qualified personnel for the purpose 
of conducting scientific research, 
management audits, financial audits, or 
program evaluation, but such personnel may 
not identify, directly or indirectly, any 
individual patient in any report of such ' - 
research, audit, or evaluation, or otherwise 
disclose patient identities in any manner.

(C) If authorized by an appropriate order of 
a court of competent jurisdiction granted • 
after application showing good Cause 
therefor. In assessing good cause the court 
shall weigh the public interest and the need
for disclosure against the injury to the 
patient, to the physician-patient relationship, 
and to the treatment services. Upon the 
granting of such order, the court, in 
determining the extent to which any 
isclosure of all or any part of any record is 

necessary, shall impose appropriate. 
safeguards against unauthorized disclosure. .
(c) Prohibition against usé of record in 
making criminal charges Or investigation o f  ,s ' 
patient : ». • .

Except as authorized by a court order : 
granted under subsection (b)(2)(C) of this 
section, no record referred tb in subsection :
8 k * . 8e^fi°n may be used to initiate or \ V 

8u stantiate any criminal charges against a  
Patient or to conduct afty investigation of a  ; 
Patient ^

(f) Penalty for first and subsequent offenses 
Any person who violâtes any provision of

this section or any regulation issued pursuant 
to this section shall be fined not more than 
$500 in the case of a first offense, and not 
more than $5,000 in the case of each 
subsequent offense.

(g) Regulations of Secretary; definitions,
safeguards, and procedures, including 
procedures and criteria for issuance and 
scope of orders - v * •

Except as provided in subsection (h) of this 
section, the Secretary shall prescribe 
regulations to carry out thé purposes of this 
section. These regulations may contain süch 1 
definitions, and may provide for such 
safeguards and procedures» including 
procedures and criteria for the issuance and 
scope of orders under subsection(b)(2)(C) of 
this section, as in the judgment of the 
Secretary are necessary or proper to 
effectuate the purposes of this section, to 
prevent circumvention or evasion thereof, or 
to facilitate compliance.therewith*
(Subsection (h) w as superseded by section 
111(c)(4) of Pub. L. 94-581. The responsibility 
of the Administrator of Veterans’ Affairs to 
write regulations to provide for 
confidentiality of alcohol abuse.patient 
records under Title 39 was moved from 42 
U.S.C. 4582 to 38 U.S.C. 4134.)

§2.3 Purpose arid effect
(a) Purpose. Under the statutory 

provisions quoted in § § 2.1 and 2.2, 
these regulations impose restrictions 
upon the disclosure and use of alcohol 
and drug abuse patient records which 
are maintained in connection with the 
performance of any federally assisted 
alcohol and drug abuse program. The 
regulations specify:

(1) Definitions, applicability, and 
general restrictions inSubpart B 
(definitions applicable to § 2.34 only ' 
appear iii that section);

(2) Disclosures which may be made 
with wriften patient .consent end. the . 
form of the written consent in Subpart 
C;

(3) Disclosures which may be made 
without written patient consent or an 
authorizing court order in Subpart D;, - ¡

;v and
(4) Disclosures and uses Of patient 

records which may be made with an 
authorizing court order and the 
procedures and criteria for the entry arid 
scope of those orders in Subpart E.

(b) E ffec t (1) These regulations 
prohibit the disclosure and use of 
patient records unless certain 
circumstances exist. If any 
circumstances exists under which 
disclosure is permitted, that 
circumstance acts to remove the 
prohibition on disclosure but it does not 
compel disclosure, Thus, the regulations 
do not require disclosure under any 
circumstances.

(2) These regulations are not intended 
to direct the manner in which 
substantive functions such as research, 
treatment, and evaluation are carried 
out. They are intended to insure that an 
alcohol or drug abuse patient in a 
federally assisted alcohol or drug abuse 
program is not madè more vulnerable by 
reason of the availability of his or her 
patient record than an individual who 
has an alcohol or drug problem and who 
does not seek treatment.

(3) Because there is a criminal penalty 
(a fine—see 42 U.S.C. 290ee-3(f), 42 
U.S.C. 290dd-3(f) and 42 CFR § 2.4) for 
violating the regulations, they are to be 
construed strictly in favor of the 
potential violator in the same manner as 
á criminal statute (see M. K raus Sr 
B rothers  v. U n ited  S ta tes, 327 U.S. 614, 
621-22, 66 S. Çt. 705, 707-08 (1946)).
§2.4 Criminal penalty for violation.

Under 42 U.S.C. 290ee-3(f) and 42 
U.S.C. 290dd-3(f), any person who 
violates any provision of those statutes 
or these regulations shall be fined not 
more than $500 in the case of a first 
offensé, and not more than $5,000 in the 
case of each subseqùent offense. r
§2.5 Reports of violations.

(a) The report of any violation of these 
regulations may be directed to the 
United States Attorney for the judicial 
district in which the violation occurs.

(b) The report of any violation of 
these regulations by a methadone 
program may be directed to the Regional 
Offices of the Food and Drug 
Administration. ¿ v-.v , ,  ? , ; , > >.,.. .,

Subpart B—General Provisions

§2.11 Definitions.
.. For purposes of these regulations:

, Alcohol abuse means the use of ah 
alcoholic beverage which impairs the
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physical, mental, emotional, or social 
well-being of the user.

Drug abuse means the use of a 
psychoactive substance for other than 
medicinal purposes which impairs the 
physical, mental, emotional, or social 
well-being of the user.

Diagnosis means any reference to an 
individual’s alcohol or drug abuse or to 
a condition which is identified as having 
been caused by that abuse which is 
made for the purpose of treatment or 
referral for treatment.

Disclose or disclosure means a 
communication of patient indentifying 
information, the affirmative verification 
of another person’s communication of 
patient identifying information, or the 
communication of any information from 
the record of a patient who has been 
identified.

Informant means an individual:
(a) Who is a patient or employee of a 

program or who becomes a patient or 
employee of a program at the request of 
a law enforcement agency or official: 
and

(b) Who at the request of a law 
enforcement agency or official observes 
one or more patients or employees of the 
program for the purpose of reporting the 
information obtained to the law 
enforcement agency or official.

Patient means any individual who has 
applied for or been given diagnosis or 
treatment for alcohol or drug abuse at a 
federally assisted program and includes 
any individual who, after arrest on a 
criminal charge, is identified as an 
alcohol or drug abuser in order to 
determine that individual’s eligibility to 
participate in a program.

Patient identifying information means 
the name, address, social security 
number, fingerprints, photograph, or 
similar information by which the 
identity of a patient can be determined 
with reasonable accuracy and speed 
either directly or by reference to other 
publicly available information. The term 
does not include a number assigned to a 
patient by a program, if that number 
does not consist of, or contain numbers 
(such as a social security, or driver's 
license number) which could be used to 
identify a patient with reasonable 
accuracy and speed from sources 
external to the program.

Person means an individual, 
partnership, corporation, Federal, State 
or local government agency, cm any 
other legal entity.

Program means a person which in 
whole or in part holds itself out as 
providing, and provides, alcohol or drug 
abuse diagnosis, treatment, or referral 
for treatment For a general medical care 
facility or any part thereof to be a 
program, it must have: .

(a) An identified unit which provides 
alcohol or drug abuse diagnosis, 
treatment or referral for treatment or

(b) Medical personnel or other staff 
whose primary function is the provision 
of alcohol or drug abuse diagnosis, 
treatment, or referral for treatment and 
who are identified as such providers.

Program director means:
(a) In the case of a program which is 

an individual, that individual:
(b) In the case of a program which is 

an organization, the individual 
designated as director, managing 
director, or otherwise vested with 
authority to act as chief executive of the 
organization.

Qualified service organization means 
a person which:

(a) Provides services to a program, 
such as data processing, bill collecting, 
dosage preparation, laboratory 
analyses, or legal, medical, accounting, 
or other professional services, or 
services to prevent or treat child abuse 
or neglect, including braining on 
nutrition and child care and individual 
and group therapy, and

(b) Has entered into a written 
agreement with a program under which 
that person:

(1) Acknowledges that in receiving, 
storing, processing or otherwise dealing 
with any patient records from the 
progams, it is fully bound by these 
regulations; and

(2) If necessary, will resist in judicial 
proceedings any efforts to obtain access 
to patient records except as permitted 
by these regulations.

Records means any information, 
whether recorded or not. relating to a 
patient received or acquired by a 
federally assisted alcohol or drug 
program.

Third party payer means a  person 
who pays, or agrees to pay, for diagnosis 
or treatment furnished to a patient on 
the basis of a contractual relationship 
with the patient or a member of his 
family or on the basis of the patient’s 
eligibility for Federal, State, or local 
governmental benefits.

Treatment means the management 
and care of a patient suffering from 
alcohol or drug abuse, a condition which 
is identified as having been caused by 
that abuse, or both, in order to reduce or 
eliminate the adverse effects upon the 
patient.

Undercover agent means an officer of 
any Federal, State, or local law 
enforcement agency who enrolls in or 
becomes an employee of a program for 
the purpose of investigating a suspected 
violation of law or who pursues that 
purpose after enrolling, or becoming 
employed for other purposes.

§ 2.12 Applicability.
(a) General—(1) Restrictions on 

disclosure. The restrictions on 
disclosure in these regulations apply to 
any information, whether or not 
recorded, which:

(1) Would identify a patient as an 
alcohol or drug abuser either directly, by 
reference to other publicly available 
information, dr through verification of 
such an identification by another 
person; and

(ii) Is drug abuse information obtained 
by a federally assisted drug abuse 
program after March 20,1972, or is 
alcohol abuse information obtained by a 
federally assisted alcohol abuse 
program after May 13,1974 (or if 
obtained before the pertinent date, is 
maintained by a federally assisted 
alcohol or drug abuse program after that 
date as part of an ongoing treatment 
episode which extends past that date) 
for the purpose of treating alcohol or 
drug abuse, making a diagnosis for that 
treatment, or making a referral for that 
treatment.

(2) Restriction oa use. The restriction 
on use of information to initiate or 
substantiate any criminal charges 
against a patient or to conduct any 
criminal investigation of a patient (42 
U.S.C. 290ee-3(c), 42 U.S.C. 290dd-3(c)J 
applies to any information, whether or 
not recorded which is drug abuse 
information obtained by a federally 
assisted drug abuse program after 
March 20,1972, or is alcohol abuse 
information obtained by a federally 
assisted alcohol abuse program after 
May 13,1974 (or if obtained before the 
pertinent date, is maintained by a 
federally assisted alcohol or drug abuse 
program after that date as part of an 
ongoing treatment episode which 
extends past that date), for the purpose 
of treating alcohol or drug abuse, 
making a diagnosis for the treatment, or 
making a referral for the treatment.

(b) Federal assistance. An alcohol 
abuse or drug abuse program is 
considered to be federally assisted if:

(1) It is conducted in whole or in part, 
whether directly or by contract or 
otherwise by any department or agency 
of the United States (but see paragraphs
(c)(1) and (c)(2) of this section relating to 
the Veterans’ Administration and the 
Armed Forces);

(2) It is being carried out under a 
license, certification, registration, or 
other authorization granted by any 
department or agency of the United 
States including but not limited to:

(i) Certification of provider status 
under the Medicare program;
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(ii) Authorization to conduct 
methadone maintenance treatment (see 
21 CFR 291.505); or

(iii) Registration to dispense a 
substance under the Controlled 
Substances Act to the extent the 
controlled substance is used in the 
treatment of alcohol or drug abuse;

(3) It is supported by funds provided
by any department or agency of the 
United States by being: ,

(1) A recipient of Federal financial 
assistance in any form, including 
financial assistance which does not 
directly pay for the alcohol or drug 
abuse diagnosis, treatment, or referral 
activities; or

(ii) Conducted by a State or local 
government until which, through general 
or special revenue sharing or other 
forms of assistance, receives Federal 
funds which could be (but are not 
necessarily) spent for the alcohol or 
drug abuse program; or

(4) It is assisted by the Internal 
Revenue Service of the Department of 
the Treasury through the allowance of 
income tax deductions for contributions 
to the program or through the granting of 
tax exempt status to the program.

(c) E xceptions—{ \ )  V eterans ’ 
A dm inistration. These regulations do 
not apply to information on alcohol and 
drug abuse patients maintained in 
connection with the Veterans' 
Administraton provisions of hospital 
care, nursing home care, domiciliary1 
care, and medical services under Title 
38, United States Code. .Those records 
are governed by 38 U.S.G. 4132 and 
regulations issued under that authority 
by the Administrator of Veterans’
Affairs.

(2) A rm ed  Forces. These regulations 
apply to any information described in 
paragraph (a) of this section which Was 
obtained by any component of the 
Armed Forces during a period when the 
patient was subject to the Uniform Code 
of Military Justice except:

(i) Any interchange of that 
information within the Armed Forces; 
and

(ii) Any interchange of that
information between the Armed Forces 
and those components of the Veterans 
Administration furnishing health care to 
veterans. :• . : £

(3) Communication within a program 
or between a program and an entity 
having direct administrative control 
over that program. The restrictions on 
disclosure in these regulations do not ' 
apply to communications of informaiioi 
between or among personnel having a 
need for the information in Connection 
with their duties that arise out of the 
provision of diagnosis, treatment, or .

referral for treatment of alcohol or drug 
abuse if the communications are

(i) within a program or
(ii) between a program and an entity 

that has direct administrative control 
over the program.

(4) Q u alified  S erv ice  O rganizations. 
T he res tric tio n s on d isc losu re  in  these  
regu lations do  n o t app ly  to 
com m unications b e tw een  a program  a n d  
a  qualified  serv ice organ iza tion  o f  
in form ation  need ed  by  the  organ iza tion  
to p rov ide serv ices to the  program .

(5) C rim es on program  prem ises  o r  
aga in stprogram  personnel. T he 
res tric tions on d isc losu re  an d  u se  in 
th e se  regu la tions do no t app ly  to 
com m unications from  program  
p e rsonne l to law  enfo rcem en t officers 
w hich—

(i) A re d irec tly  re la ted  to a p a tie n t’s 
com m ission  o f a  crim e on the prem ises 
o f the  program  o r ag a in s t p rogram  
personnel o r to a th rea t to com m it such 
a crime; an d

(ii) Are limited to the circumstances of 
the incident, including the patient status 
of the individual committing or 
threatening to commit the crime, that 
individual’s name and address, and that 
individual’s last known whereabouts.

(6) R eports o f  su sp ec ted  ch ild  abuse  
an d  neglect. The restrictions on 
disclosure and use in these regulations 
do not apply to the reporting under State 
law of incidents of suspected child 
abuse and neglect to the appropriate 
State or local authorities. However, the 
restrictions continue to apply to the 
original alcohol or drug abuse patient 
records maintàinëd by the program 
including their disclosure and use for 
civil or criminal proceedings which may 
arise out of the report of suspected child 
abuse and neglect.

(d) A p p lic a b ility  to  rec ip ien ts o f  
inform ation— (1) R estric tion  on use o f  
inform ation. The restriction on the use 
of any information subject to these 
regulations to initiate or substantiate 
any Criminal charges against a patient or 
to conduct any criminal investigation of 
a patient applies to any person who 
obtains that information from a 
federally assisted alcohol or drug abuse 
program, regardless of the status of the 
person obtaining the information or of 
whether the information was obtained 
in accordance With these regulations.
This restriction on use bars, among 
other things, the introduction of that 
information as evidence in a criminal 
proceeding and any other use of the 
information to investigate or prosecute a 
patient with respect to a suspected 
crime, information obtained by 
undercover agents or informants (see 
§ 2.17) or through patient access (see

§ 2.23) is subject to the restriction on 
use.

(2) R estric tion s on d isclosures— Third  
p a r ty  payers, adm in istra tive  en tities, 
a n d  others. The restrictions on 
disclosure in these regulations apply to;

(1) Third party payers with regard to 
records disclosed to them by federally 
assisted alcohol or drug abuse programs;

(ii) Entities having direct 
administrative control over programs 
with regard to information 
communicated to them by the program 
under § 2.12(c)(3); and

(iii) Persons who receive patient 
records directly from a federally 
assisted alcohol or drug abuse program 
and who are notified of the restrictions 
on redisclosure of the records in 
accordance with § 2.32 of these 
regulations.

(e) Explanation o f a p p licab ility—(1) 
C overage. These regulations cover any 
information (including information on 
referral and intake) about alcohol and 
drug abuse patients obtained by a 
program (as the terms “patient” and 
“program" are defined in § 2.11) if the 
program is federally assisted in any 
manner described in § 2.12(b). Coverage 
includes, but is not limited to, those 
treatment or rehabilitation programs, 
employee assistance programs, 
programs within general hospitals, 
school-based programs, and private 
practitioners who hold themselves out 
as providing, and provide alcohol or 
drug abuse diagnosis, treatment, or 
referral for treatment

(2) F ederal a ssis tan ce  to program  
required. If a patient's alcohol or drug 
abuse diagnosis, treatment, or referral 
for treatment is not provided by a 
program which is federally conducted, 
regulated or supported in a manner 
which constitutes Federal assistance 
under § 2.12(b), that patient’s record is 
not covered by these regulations. Thus, 
it is possible for an individual patient to 
benefit from Federal support and not be 
covered by the confidentiality 
regulations because the program in 
which the patient is enrolled is not 
federally assisted as defined in § 2.12(b). 
For example, if a Federal court placed 
an individual in a private for-profit 
program and made a payment to the 
program on behalf of that individual, 
that patient’s record would not be 
covered by these regulations unless the 
program itself received Federal 
assistance as defined by § 2.12(b).

(3) Inform ation to  which restric tion s  
are  applicable . Whether a restriction is 
on use or disclosure affects the type of 
information which may be available.
The restrictions on disclosure apply to 
any information which would identify a
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patient as an alcohol or drug abuser.
The restriction on use of information to 
bring criminal charges against a patient 
for a crime applies to any information 
obtained by the program for the purpose 
of diagnosis, treatment* or referral for 
treatment of alcohol or drug abuse.
(Note that restrictions on use and 
disclosure apply to recipients of 
information under § 2.12(d).)

(4) How type o f diagnosis affects 
coverage. These regulations cover 
any record of a diagnosis identifying a 
patient as an alcohol or drug abuser 
which is prepared in connection with 
the treatment or referral for treatment of 
alcohol or drug abuse. A diagnosis 
prepared for the purpose of treatment or 
referral for treatment but which is not so 
used is covered by these regulations.
The following are not covered by these 
regulations:

(i) diagnosis which is made solely for 
the purpose of providing evidence for 
use by law enforcement authorities; or

(if) A diagnosis of drug overdose or 
alcohol intoxication which clearly 
shows that the individual involved is not 
an alcohol or drug abuser (e.g„ 
involuntary ingestion of alcohol or drugs 
or reaction to a prescribed dosage of 
one or more drugs).
§ 2.13 Confidentiality restrictions.

(a) General The patient records to 
which these regulations apply may be 
disclosed or used only as permitted by 
these regulations and may not otherwise 
be disclosed or used in any civil* 
criminal, administrative* or legislative 
proceedings conducted by any Federal; 
State, or local authority. Any disclosure 
made under these regulations must be 
limited to that information which is 
necessary to carry out the purpose of the 
disclosure.

(b) Unconditional compliance 
requiredThe restrictions on disclosure 
and use in these regulations apply 
whether the holder of the information 
believes that the person seeking the 
information already has it, has other 
means of obtaining it* is a law 
enforcement or other official, has 
obtained a subpoena* or asserts any 
other justification for a disclosure or use 
which is not permitted by these 
regulations.

(c) Acknowledging the presence o f 
patients: Responding to requests. (1) The 
presence of an identified patient in a 
facility or component of a facility which 
is publicly identified as a place where 
only alcohol or drug abuse diagnosis, 
treatment, or referral is provided may be 
acknowledged only if the patient’s 
written consent is obtained in 
accordance with subpart C of these 
regulations or if an authorizing court

order is entered in accordance with 
Subpart E of these regulations. The 
regulations permit acknowledgement of 
the presence of an identified patient in a 
facility or part of a facility if the facility 
is not publicy identified as only an 
alcohol or drug abuse diagnosis, 
treatment or referral facility, and if the 
acknowledgement does not reveal that 
the patient is an alcohol or drug abuser.

(2) Any answer to a request for a 
disclosure of patient records which is 
not permissible under these regulations 
must be made in a way that will not 
affirmatively reveal that an identified 
individual has been, or is being 
diagnosed or treated for alcohol or drug 
abuse. An inquiring party may be given 
a copy of these regulations and advised 
that they restrict the disclosure of 
alcohol or drug abuse patient records, 
but may not be told affirmatively that 
the regulations restrict the disclosure of 
the records of an identified patient. The 
regulations do not restrict a disclosure 
that an identified individual is not and 
never has been a patient.
§ 2.14 Minor patients.

(a) Definition o f minor. As used in 
these regulations the term “minor” 
means a person who has not attained 
the age of majority specified in the 
applicable State law, or if no age of 
majority is specified in the applicable 
State law, the age of eighteen years.

(b) State law not requiring parental 
consent to treatm ent If a minor patient 
acting alone has the legal capacity 
under the applicable State law to apply 
for and obtain alcohol or drug abuse 
treatment, any written consent for 
disclosure authorized under Subpart C 
of these regulations may be given only 
by the minor patient. This restriction 
includes, but is not limited to, any 
disclosure of patient identifying 
information to the parent or guardian of 
a minor patient for the purpose of 
obtaining financial reimbursement.
These regulations do not prohibit a 
program from refusing to provide 
treatment until the minor patient 
consents to the disclosure necessary to 
obtain reimbursement, but refusal to 
provide treatment may be prohibited 
under a State or local law requiring the 
program to furnish the service 
irrespective of ability to pay.

(c) State law requiring parental 
consent to treatment. (1) Where State 
law requires consent of a parent* 
guardian, or other person for a minor to 
obtain alcohol or drug abuse treatment, 
any written consent for disclosure 
authorized under Subpart C of these 
regulations must be given by both the 
minor and his or her parent, guardian, or

other person authorized under State law 
to act in the minor’s behalf.

(2) Where State law requires parental 
consent to treatment the fact of a 
minor’s application for treatment may 
be communicated to the minor’s parent, 
guardian, or other person authorized 
under State law to act in the minor’s 
behalf only if:

(1) The minor has given written 
consent to the disclosure in accordance 
with Subpart C of these regulations or

(ii) The minor lacks the capacity to 
make a rational choice regarding such 
consent as judged by the program 
director under paragraph (d) of this 
section.

(d) Minor applicant for services lacks 
capacity for rational choice. Facts 
relevant to reducing a threat to the life 
or physical well being of the applicant 
or any other individual may be 
disclosed to the parent, guardian, or 
other person authorized under State law 
to act in the minor’s behalf if the 
program director judges that:

(1} A minor applicant for services 
lacks capacity because of extreme youth 
or mental or physical condition to make 
a rational decision on whether to 
consent to a disclosure under Subpart C 
of these regulations to his or her parent, 
guardian, or other person authorized 
under State law to act in the minor’s 
behalf, and

(2) The applicant's situation poses a 
substantial threat to the life or physical 
well being of the applicant or any other 
individual which may be reduced by 
communicating relevant facts to the 
minor's parent, guardian, or other 
person authorized under State law to act 
in the minor’s behalf.
§ 2.15 Incompetent and deceased 
patients.

(a) Incompetent patients other than 
minors—(1) Adjudication o f 
incompetence. In the case of a patient 
who has been adjudicated as lacking the 
capacity, for any reason other than 
insufficient age, to manage his or her 
own affairs, any consent which is 
required under these regulations may be 
given by the guardian or other person 
authorized under State law to act in the 
patient’s behalf.

(2) No adjudication o f incompetency. 
For any period for which the program 
director determines that a patient, other 
than a minor or one who has been 
adjudicated incompetent, suffers from a 
medical condition that prevents 
knowing or effective action on his or her 
own behalf, the program director may 
exercise the right of the patient to 
consent to a disclosure under Subpart C 
of these regulations for the sole purpose
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of obtaining payment for services from a 
third party payer.

. (b) D ecea sed  p a tien ts— (1) V ital 
statistics. These regulations do not 
restrict the disclosure of patient 
identifying information relating to the 
cause of death of a patient under laws 

.requiring the collection of death or other 
vital statistics or permitting inquiry into 
the cause of death.

(2) C onsent b y  p erso n a l 
represen tative. Any other disclosure of 
information identifying a deceased 
patient as an alcohol or drug abuser is 
subject to these regulations. If a  written 
consent to the disclosure is required, 
that consent may be given by an 
executor, administrator, or other 
personal representative appointed under 
applicable State law. If there is no such 
appointment the consent may be given 
by the patient's spouse or, if none, by 
any responsible member of the patient’s 
family.
§ 2.16 Security for written records.

(a) Written records which are subject 
to these regulations must be. maintained 
in a secure room, locked file cabinet, 
safe or other similar container when not 
in use; and

(b) Each progrant shall adopt in 
writing procedures which regulate and 
control access to and use of written 
records which are subject to these 
regulations.

§ 2-17 Undercover agents and informants.
(a) R estric tion s on placem en t. Except 

as specifically authorized by a court 
order granted under § 2 6 of these 
regulations, no program may knowingly 
employ, or enroll as a patient, any 
undercover agent or informant.

(b) R estric tion  on u se o f  inform ation. 
No information obtained by an 
undercover agent or informant, whether 
or not that undercover agent or 
informant is place in a program pursuant 
to an authorizing court order, may be 
used to criminally investigate or 
prosecute any patient.
§ 2.18 Restrictions on the use of 
identification cards.

No person may require any patient to 
carry on his Or her person while away 
from the program premises any card or 
other object which would identify the 
Pabent as an alcohol or drug abuser. 
This section does hot prohibit a person 
from requiring patients to use or carry 
cards or other identification objects on 
the premises of a program.
§2.19 Disposition of records by 
discontinued programs.

(a) General. If a program discontinues 
operations or is taken over or acquired 
by another program, it must purge

patient identifying information from its 
records or destroy the records unless—

Cl) The patient who is the subject of 
the records gives written consent 
(meeting the requirements of § 2.31) to a 
transfer of the records to the acquiring 
program or to any other program 
designated in the consent (the manner of 
obtaining this consent must minimize 
the likelihood of a disclosure of patient 
identifying information to a third party); 
or

(2) There is a legal requirement that 
the records be kept for a period 
specified by law which does not expire 
until after the discontinuation or 
acquisition of the program.

(b) Procedure w here reten tion  p e r io d  
requ ired  b y  law . If paragraph (h)(2) of 
this section applies, the records must be:

(1) Sealed in envelopes or other 
containers labeled as follows: “Records 
of [insert name of program] required to 
be maintained under [insert citation to 
statute, regulation, Gourt order of other 
legal authority requiring that records be 
kept] until à date not later than [insert 
appropriate date]’’; and

(2) Held under the restrictions of these 
regulations by a responsible person, who 
must, as soon as practicable after the 
end of the retention period specified on 
the label, destroy the records.
§ 2.20 Relationship to State laws.

The statutes authorizing these 
regulations (42 U.S.C. 290ee-3 and 42 
U.S.C. 290dd-3) do not preempt the field 
of law which they cover to the exclusion 
of all State laws in that field. If a 
disclosure permitted under these 
regulations is prohibited under State 
law, neither these regulations nor the 
authorizing statutes may be construed to 
authorize any violation of that State 
law. However, no State law may either 
authorize or compel any disclosure 
prohibited by these regulations.
§ 2.21 Relationship to Federal statutes 
protecting research subjects against 
compulsory disclosure of their identity.

(a) R esearch  p r iv ileg e  description . 
There may be concurrent coverage of 
patient identifying information by these 
regulations and by administrative action 
taken under Section 303(a) of the Public 
Health Service Act (42 U.S.C. 242a(a) 
and the implementing regulations at 42 
CFR Part 2a); or section 502(c) of the 
Controlled Substances Act (21 U.S.C. 
872(c) and the implementing regulations 
at 21 CFR 1316.21). These “research 
privilege’’ statutes confer on the 
Secretary of Health and Human Services 
and on the Attorney General, 
respectively, the power to authorize 
researchers conducting certain types of 
research to withhold from all persons

not connected with the research the 
names and other identifying information 
concerning individuals who are the 
subjects of the research.

(b) E ffect o f  concurrent coverage. 
These regulations restrict the disclosure 
and use of information about patients, 
while administrative action taken under 
the research privilege statutes and 
implementing regulations protects a 
person engaged in applicable research 
from being compelled to disclose any 
identifying characteristics of the 
individuals who are the subjects of that 
research. The issuance under Subpart E 
of these regulations of a court order 
authorizing a disclosure of information 
about a patient does not affect an 
exercise of authority under these 
research privilege statutes. However, 
the research privilage granted under 21 
CFR 291.505(g) to treatment programs 
using methadone for maintenance 
treatment does not protect from 
compulsory disclosure any ¡information 
which is permitted to be disclosed under 
those regulations. Thus, if a court order 
entered in accordance with Subpart E of 
these regulations authorizes a 
methadone maintenance treatment 
program to disclose certain information 
about its patients, that program may not 
invoke the research privilege under 21 
CFR 291.505(g) as a defense to a 
subpoena for that information.
$ 2.22 Notice to patients of Federal 
confidentiality requirements.

(a) N otice  required. At the time of 
admission or as soon threreafter as the 
patient is capable of rational 
communication, each program shall:

(1) C om m unicate to the p a tien t th a t 
F edera l law  an d  regu lations p ro tec t the 
confiden tia lity  o f a lcohol an d  drug 
ab u se  p a tien t records; and

(2) G ive to the  p a tien t a  sum m ary  in 
w riting  o f the  F edera l law  an d  
regulations.

(b) R equ ired  elem en ts o f  w ritten  
sum m ary. The written summary of the 
Federal law and regulations must 
include:

(1) A general description of the limited 
circumstances under which a program 
may acknowledge that an individual is 
present at a facility or disclose outside 
the program information identifying a 
patient as ail alcohol or drug abuser.

(2) A statement that violation of the 
Federal law and regulations by a 
program is a crime and that suspected 
violations may be reported to 
appropriate authorities in accordance 
with these regulations.

(3) A statement that information 
related to a patient's commission of a 
crime on the premises of the program or
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against personnel of the program is not 
protected.

(4) A statement that reports of 
suspected child abuse and neglect made 
under State law to appropriate State or 
local authorities are not protected.

(5) A citation to the Federal law and 
regulations.

(c) Program options. T he p rogram  m ay  
dev ise  its  ow n no tice  or m ay use  the 
sam ple no tice  in  p a rag rap h  (d) to 
com ply w ith  the  requ irem en t to  p rov ide  
the p a tie n t w ith  a sum m ary  in  w riting  of 
the  F ed era l law  an d  regu la tions. In 
add ition , the  program  m ay  include in  the 
w ritten  sum m ary  inform ation  
concern ing  S ta te  law  an d  an y  program  
policy n o t in co n sis ten t w ith  S ta te  an d  
F ed era l law  on th e  su b jec t of 
confiden tia lity  of a lcoho l an d  drug 
ab u se  p a tien t records.

(d) Sample notice.
Confidentiality of Alcohol and Drug Abuse 
Patient Records

The confidentiality of alcohol and drug 
abuse patient records maintained by this 
program is protected by Federal law  and 
regulations. Generally, the program may not 
say to a person outside the program that a 
patient attends the program, or disclose any 
information identifying a patient as an 
alcohol or drug abuser Unless:

(1) The patient consents in writing:
(2) The disclosure is allowed by a court 

order: or
(3) The disclosure is made to medical 

personnel in a medical emergency or to 
qualified personnel for research, audit, or 
program evaluation.

Violation of the Federal law and 
regulations by a program is a crime.
Suspected violations may be reported to 
appropriate authorities in accordance with 
Federal regulations.

Federal law and regulations do not protect 
any information about a crime committed by 
a patient either a t the program or against any 
person who works for the program or about 
any threat to commit such a crime.

Federal laws and regulations do not protect 
any information about suspected child abuse 
or neglect from being reported under State 
law to appropriate State or local authorities. 
(See 42 U.S.C. 290dd-3 and 42 U.S.C 290ee-3 
for Federal laws and 42 CFR Part 2 for 
Federal regulations.)
(Approved by the Office of Management and 
Budget under Control No. 0930-0099.)

§ 2.23 Patient access and restrictions on 
use.

(a) Patient access not prohibited. 
T hese  regu la tions do no t p roh ib it a  
p rogram  from  giving a p a tien t access  to  
h is o r h e r ow n records, including th e  
opportun ity  to in spec t a n d  copy an y  
reco rds th a t the  p rogram  m ain ta in s 
ab o u t the  pa tien t. T he program  is n o t 
requ ired  to ob ta in  a p a tien t's  w ritten  
co n sen t o r o ther au tho riza tion  u nder

these regulations in order to provide 
such access to the patient.

(b) Restriction on use o f information. 
Information obtained by patient access 
to his or her patient record is subject to 
the restriction on use of his information 
to initiate or substantiate any criminal 
charges against the patient or to conduct 
any criminal investigation of the patient 
as provided for under § 2.12(d)(1).

Subpart C—Disclosures With Patient*s 
Consent
§ 2.31 Form of written consent.

(a) Required elements. A written 
consent to a disclosure under these 
regulations must include:

(1) The specific name or general 
designation of the program or person 
permitted to make the disclosure.

(2) Hie name or title of the individual 
or the name of the organization to which 
disclosure is to be made.

(3) The name of the patient.
(4) The purpose of the disclosure.
(5) How much and what kind of 

information is to be disclosed.
(6) The signature of the patient and, 

when required for a patient who is a 
minor, the signature of a person 
authorized to give consent under § 2.14; 
or, when required for a patient who is 
incompetent or deceased, the signature 
of a person authorized to sign under
§ 2.15 in lieu of the patient.

(7) The date on which the consent is 
signed.

(8) A statement that the consent is 
subject to revocation at any time except 
to the extent that the program or person 
which is to make the disclosure has 
already acted in reliance on it. Acting in 
reliance includes the provision of 
treatment services in reliance on a valid 
consent to disclose information to a 
third party payer.

(9) The date, event, or condition upon 
which the consent will expire if not 
revoked before. This date, event, or 
condition must insure that the consent 
will last no longer than reasonably 
necessary to serve the purpose for 
which it is given.

(b) Sample consent form. The 
following form complies with paragraph 
(a) of this section, but other elements 
may be added.
1.1 (name of patient) O Request □ Authorize:
2. (name or general designation of program 
which is to make the disclosure)

3. To disclose: (kind and amount of 
information to be disclosed)

4. To: (name or title of the person or 
organization to which disclosure is to be 
made)

5. For (purpose of the disclosure)

6. Date (on which this consent is signed)

7. Signature of patient

8. Signature of parent or guardian (where 
required)

9. Signature of person authorized to sign in 
lieu of the patient (where required)

10. This consent is subject to revocation at 
any time except to the extent that the 
program which is to make the disclosure has 
already taken action in reliance on it. If not 
previously revoked, this consent wifi 
terminate upon: (specific date, event, or 
condition)

(c) Expired, deficient, or false consent. 
A  d isc losu re  m ay  n o t b e  m ade on the 
b a s is  of a consen t w hich:

(1) H as expired:
(2) O n its  face  su b s tan tia lly  fails to 

conform  to  any  o f  the requ irem en ts set 
forth  in  p arag rap h  (a) o f this section;

(3) Is know n to have  been  revoked; or
(4) Is  know n, or through a  reasonab le  

effort could be  know n, by  the  person  
ho ld ing  the  reco rd s to  be  m ateria lly  
false.
(Approved by the Office of Management and 
Budget under Control No. 0930-0099.)

§ 2.32 Prohibition on redisclosure.
(a) Notice to accompany disclosure. 

E ach  d isc losu re  m ad e  w ith  the p a tien t’s 
w ritten  consen t m ust b e  accom panied 
by the  follow ing w ritten  sta tem ent:

This information has been disclosed to you 
from records protected by Federal 
confidentiality rules (42 CFR Part 2). The 
Federal rules prohibit you from making any 
further disclosure of this information unless 
further disclosure is expressly permitted by 
the written consent of the person to whom it 
pertains or as otherwise permitted by 42 CFR 
Part 2. A general authorization for the release 
of medical or other information is NOT 
sufficient for this purpose. The Federal rules 
restrict any use of the information to 
criminally investigate or prosecute any 
alcohol or drug abuse patient.

§ 2.33 Disclosures permitted with written 
consent.

If a  p a tien t consen ts  to a d isclosure of 
h is o r  h e r  reco rds u n d e r f  2.31, a 
program  m ay  d isc lo se  those  records in 
a cco rd an ce  w ith  th a t consen t to any 
ind iv idual o r o rgan iza tion  nam ed  in the 
consen t, excep t th a t d isclosures to 
cen tra l reg istries an d  in  connection  w ith 
crim inal ju stice  re fe rra ls  m ust m eet the 
requ irem en ts o f § 2.34 an d  2J35, 
respectively .
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§ 2.34 Disclosures to prevent multipie 
enrollments in detoxification and 
maintenance treatment programs.

(a) Definitions. For purposes of this 
section:

Central registry means an 
organization which obtains from two or 
more member progams patient 
identifying information about 
individuals applying for maintenance 
treatment or detoxification treatment for 
the purpose of avoiding an individual’s 
concurrent enrollment in more than one 
program.

Detoxification treatment means the 
dispensing of a narcotic drug in 
decreasing doses to an individual in 
order to reduce or eliminate adverse 
physiological or psychological effects 
incident to withdrawal from the 
sustained use of a narcotic drug.

Maintenance treatment means the 
dispensing of a narcotic drug in the 
treatment of an individual for 
dependence upon heroin or other 
morphine-like drugs.

Member program means a 
detoxification treatment or maintenance 
treatment program which reports patient 
identifying information to a central 
registry and which is in the same State 
as that central registry or is not more 
than 125 miles from any border of the 
State in which the central registry is 
located.

(b) Restrictions on disclosure. A 
program may disclose patient records to 
a central registry or to any 
detoxification or maintenance treatment 
program not more than 200 miles away 
for the purpose of preventing the 
multiple enrollment of a patient only if:

(1) The disclosure is made when:
(1) The patient is accepted for 

treatment:
(ii) The type or dosage of the drug is 

changed; or
(iii) The treatment is interrupted, 

resumed or terminated.
(2) The disclosure is limited to;
(i) Patient identifying information:
(jj) Type and dosage of the drug; and
(iii) Relevant dates.
(3) The disclosure is made with the 

patient’s written consent meeting the 
requirements of § 2.31, except that:

(i) The consent must list the name and 
address of each central registry and 
each known detoxification or 
maintenance treatment program to 
which a disclosure will be made; and

(ii) The consent may authorize a 
disclosure to any detoxification or 
maintenance treatment program 
established within 200 miles of the 
program after the consent is given 
without naming any such program.

(c) Use o f information lim ited to 
Prevention o f multiple enrollments. A

central registry and any detoxification 
or maintenance treatment program to 
which information is disclosed to 
prevent multiple enrollments may not 
redisclose or use patient identifying 
information for any purpose other than 
the prevention of multiple enrollments 
unless authorized by a court order under 
Subpart E of these regulations.

(d) Permitted disclosure by a central 
registry to prevent a multiple 
enrollment When a member program 
asks a central registry if an identified 
patient is enrolled in another member 
program and the registry determines 
that the patient is so enrolled, the 
registry may disclose—

(1) The name, address, and telephone 
number of the member program(s) in 
which the patient is already enrolled to 
the inquiring member program; and

(2) The name, address, and telephone 
number of the inquiring member 
program to the member program(s) in 
which the patient is already enrolled.
The member programs may 
communicate as necessary to verify that 
no error has been made and to prevent 
or eliminate any multiple enrollment,

(e) Permitted disclosure by a 
detoxification or maintenance treatment 
program to prevent a multiple 
enrollment. A detoxification or 
maintenance treatment program which 
has received a disclosure under this 
section and has determined that the 
patient is already enrolled may 
communicate as necessary with the 
program making the disclosure to verify 
that no error has been made and to 
prevent or eliminate any multiple 
enrollment.
§ 2.35 Disclosures to elements of the 
criminal justice system which have referred 
patients.

(a) A program may disclose 
information about a patient to those 
persons within the criminal justice 
system which have made participation 
in the program a condition of the 
disposition of any criminal proceedings 
against the patient or of the patient’s 
parole or other release from custody if:

(1) The disclosure is made only to 
those individuals within the criminal 
justice system who have a need for the 
information in connection with their 
duty to monitor the patient’s progress 
(e.g., a prosecuting attorney who is 
withholding charges against the patient, 
a court granting pretrial or posttrial 
release, probation or parole officers 
responsible for supervision of the 
patient); and

(2) The patient has signed a written 
consent meeting the requirements of
§ 2.31 (except paragraph (a)(8) which is 
inconsistent with the revocation

provisions of paragraph (c) of this 
section) and the requirements of 
paragraphs (b) and (c) of this section.

(b) Duration o f consent. The written 
consent must state the period during 
which it remains in effect. This period 
must be reasonable, taking into account:

(1) The anticipated length of the 
treatment;

(2) The type of criminal proceeding 
involved, the need for the information in 
connection with the final disposition of 
that proceeding, and when the final 
disposition will occur; and

(3) Such other factors as the program, 
the patient, and the person(s) who will 
receive the disclosure consider 
pertinent.

(c) Revocation o f consent. The written 
consent must state that it is revocable 
upon the passage of a specified amount 
of time or the occurrence of a specified, 
ascertainable event. The time or 
occurrence upon which consent 
becomes revocable may be no later than 
the final disposition of the conditional 
release or other action in connection 
with which consent was given.

(d) Restrictions on redisclosure and 
use. A person who receives patient 
information under this section may 
redisclose and use it only to carry out 
that person’s official duties with regard 
to the patient’s conditional release or 
other action in connection with which 
the consent was given.

Subpart D—Disclosures Without 
Patient Consent

§ 2.51 Medical emergencies.
(a) General Rule. Under the 

procedures required by paragraph (c) of 
this section, patient identifying 
information may be disclosed to medical 
personnel who have a need for 
information about a patient for the 
purpose of treating a condition which 
poses an immediate threat to the health 
of any individual and which requires 
immediate medical intervention.

(b) Special Rule. Patient identifying 
information may be disclosed to medical 
personnel of the Food and Drug 
Administration (FDA) who assert a 
reason to believe that the health of any 
individual may be threatened by an 
error in the manufacture, labeling, or 
sale of a product under FDA jurisdiction, 
and that the information will be used for 
the exclusive purpose of notifying 
patients or their physicians of potential 
dangers.

(c) Procedures. Immediately following 
disclosure, the program shall document 
the disclosure in the patient’s records, 
setting forth in writing:
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(1) The name of the medical personnel 
to whom disclosure was made and their 
affiliation with any health care facility;

(2) The name of the individual making 
the disclosure;

(3) The date and time of the 
disclosure; and

(4) The nature of the emergency (or 
error, if the report was to FDA).
(Approved by the Office of Management and 
Budget under Control No. 0930-0099.)

§ 2.52 Research activities.
(a) Patient identifying information 

may be disclosed for the purpose of 
conducting scientific research if the 
program director makes a determination 
that the recipient of the patient 
identifying information;

(1) Is qualified to conduct the 
research; and

(2) Has a research protocol under 
which the patient identifying 
information:

(i) Will be maintained in accordance 
with the security requirements of § 2.16 
of these regulations (or more stringent 
requirements); and

(ii) Will not be redisclosed except as 
permitted under paragraph (b) of this 
section.

(b) A person conducting research may 
disclose patient identifying information 
obtained under paragraph (a) of this 
section only back to the program from 
which that information was obtained 
and may not identify any individual 
patient in any report of that research or 
otherwise disclose patient identities.
§ 2.53 Audit and evaluation activities.

(a) Records not copied or removed. If 
patient records are not copied or 
removed, patient identifying information 
may be disclosed in the course of a 
review of records on program premises 
to any person who agrees in writing to 
comply with the limitations on 
redisclosure and use in paragraph (d) of 
this section and who:

(1) Performs the audit or evaluation 
activity on behalf of:

(1) Any Federal, State, or local 
governmental agency which provides 
financial assistance to the program or is 
authorized by law to regulate its 
activities; or

(ii) Any private person which provides 
financial assistance to the program, 
which is a third party payer covering 
patients in the program, or which is a 
peer review organization performing a 
utilization or quality control review; or

(2) Is determined by the program 
director to be qualified to conduct the 
audit or evaluation activities.

(b) Copying or removal o f records. 
Records containing patient identifying 
information may be copied or removed

from program premises by any person 
who:

(1) Agrees in writing to:
(1) Maintain the patient identifying 

information in accordance with the 
security requirements provided in § 2.16 
of these regulations (or more stringent 
requirements);

(ii) Destroy all the patient identifying 
information upon completion of the 
audit or evaluation; and

(iii) Comply with the limitations on 
disclosure and use in paragraph (d) of 
this section; and

(2) Performs the audit or evaluation 
activity on behalf of:

(1) Any Federal, State, or local 
governmental agency which provides 
financial assistance to the program or is 
authorized by law to regulate its 
activities; or

(ii) Any private person which provides 
financial assistance to the program, 
which is a third part payer covering 
patients in the program, or which is a 
peer review organization performing a 
utilization or quality control review.

(c) M edicare  o r  M ed ica id  au d it or  
evaluation . (1) For purposes of Medicare 
or Medicaid audit or evaluation under 
this section, audit or evaluation includes 
a civil or administrative investigation of 
the program by any Federal, State, or 
local agency responsible for oversight of 
the Medicare or Medicaid program and 
includes administrative enforcement, 
against the program by the agency, of 
any remedy authorized by law to be 
imposed as a result of the findings of the 
investigation.

(2) Consistent with the definition of 
program in § 2.11, program includes an 
employee of, or provider of medical 
services under, the program when the 
employee or provider is the subject of a 
civil investigation or administrative 
remedy, as those terms are used in 
paragraph (c)(1) of this section.

(3) If a disclosure to a person is 
authorized under this section for a 
Medicare or Medicaid audit or 
evaluation, including a civil 
investigation or administrative remedy, 
as those terms are used in paragraph
(c)(1) of this section, then a peer review 
organization which obtains the 
information under paragraph (a) or (b) 
may disclose the information to that 
person but only for purposes of 
Medicare or Medicaid audit or 
evaluation.

(4) The provisions of this paragraph 
do not authorize the agency, the 
program, or any other person to disclose 
or use patient identifying information 
obtained during the audit or evaluation 
for any purposes other than those 
necessary to complete the Medicare or

Medicaid audit or evaluation activity as 
specified in this paragraph.

(d) Lim itations on disclosure an d  use. 
Except as provided in paragraph (c) of 
this section, patient identifying 
information disclosed under this section 
may be disclosed only back to the 
program from which it was obtained and 
used only to carry out an audit or 
evaluation purpose or to investigate or 
prosecute criminal or other activities, as 
authorized by a court order entered 
under § 2.66 of these regulations.

Subpart E—Court Orders Authorizing 
Disclosure And Use

§ 2.61 Legal effect of order.
(a) Effect. An order of a court of 

competent jurisdiction entered under 
this subpart is a unique kind of court 
order. Its only purpose is to authorize a 
disclosure or use of patient information 
which would otherwise be prohibited by 
42 U.S.C. 290ee-3,42 U.S.C. 290dd-3 and 
these regulations. Such an order does 
not compel disclosure. A subpoena or a 
similar legal mandate must be issued in 
order to compel disclosure. This 
mandate may be entered at the same 
time as and accompany an authorizing 
court order entered under these 
regulations.

(b) E xam ples. (1) A person holding 
records subject to these regulations 
receives a subpoena for those records: a 
response to the subpoena is not 
permitted under the regulations unless 
an authorizing court order is entered. 
The person may not disclose the records 
in response to the subpoena unless a 
court of competent jurisdiction enters an 
authorizing order under these 
regulations.

(2) An authorizing court order is 
entered under these regulations, but the 
person authorized does not want to 
make the disclosure. If there is no 
subpoena or other compulsory process 
or a subpoena for the records has 
expired or been quashed, that person 
may refuse to make the disclosure. Upon 
the entry of a valid subpoena or other 
compulsory process the person 
authorized to disclose must disclose, 
unless there is a valid legal defense to 
the process other than the 
confidentiality restricitons of these 
regulations.
§ 2.62 Order not applicable to records 
disclosed without consent to researchers, 
auditors and evaluators.

A court order under these regulations 
may not authorize qualified personnel, 
who have received patient identifying 
information without consent for the 
purpose of conducting research, audit or 
evaluation, to disclose that information
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or use it to conduct any criminal 
investigation or prosecution of a patient 
However, a court order under § 2.66 may 
authorize disclosure and use of records 
to investigate or prosecute qualified 
personnel holding the records.
§ 2.63 Confidential communications.

(a) A court order under these 
regulations may authorize disclosure of 
confidential communications made by a 
patient to a program in the course of 
diagnosis, treatment, or referral for 
treatment only if:

(1) The disclosure is necessary to 
protect against an existing threat to life 
or of serious bodily injury, including 
circumstances which constitute 
suspected child abuse and neglect and 
verbal threats against third parties;

(2) The disclosure is necessary in 
connection with investigation or 
prosecution of an extremely serious 
crime, such as one which directly 
threatens loss of life or serious bodily 
injury, including homicide, rape, 
kidnapping, armed robbery, assault With 
a deadly weapon, or child abuse and 
neglect: or

(3) The disclosure is in connection 
with litigation or an administrative 
proceeding in which the patient offers 
testimony or other evidence p e rta ining 
to the content of the confidential 
communications.
§ 2.64 Procedures and criteria for orders 
authorizing disclosures for noncriminal 
purposes.

(a) Application. An order authorizing 
the disclosure of patient records for 
purposes other than criminal 
investigation or prosecution may be 
applied for by any person having a 
legally recognized interest in the 
disclosure which is sought. The 
application may be filed separately or 
as part of a pending civil action in which 
it appears that the patient records are 
needed to provide evidence. An 
application mst use a fictitious name, 
such as John Doe, to refer to any patient 
and may not contain or otherwise 
disclose any patient identifying 
information unless the patient is the 
applicant or has given a written consent 
(meeting the requirements of these 
regulations) to disclosure or the court 
has ordered the record of the proceeding 
sealed from public scrunity.

(b) Notice. The patient and the person 
holding the records from whom 
disclosure is sought must be given:

(1) Adequate notice in a manner 
which will not disclose patient
identifying information to other persons: 
and

(2) An opportunity to file a written 
response to the application, or to appear

in person, for the limited purpose of 
providing evidence on the statutory and 
regulatory criteria for the issuance of the 
court order.

(c) R eview  o f  evidence: Conduct o f  
hearing. Any oral argument, review of 
evidence, or hearing on the application 
must be held in the judge’s chambers or 
in some manner which ensures that 
patient identifying information is not 
disclosed to anyone other than a party 
to the proceeding, the patient, or the 
person holding the record, unless the 
patient requests an open hearing in a 
manner which meets the written consent 
requirements of these regulations. The 
proceeding may include an examination 
by the judge of the patient records 
referred to in the application.

(d) Criteria for en try  o f  order. An 
order under this section may be entered 
only if the court determines that good 
cause exists. To make this 
determination the court must find that:

(1) Other ways of obtaining the 
information are not available or would 
not be effective; and 

{2) The public interest and need for 
the disclosure outweigh the potential 
injury to the patient, the physician- 
patient relationship and the treatment 
services.

(e) Content o f  order. An order 
authorizing a disclosure must:

(1) Limit disclosure to those parts of 
the patient’s record which are essential 
to fulfill the objective of the order.

(2) Limit disclosure to those persons 
whose need for information is the basis 
for the order; and

(3) Include such other measures as are 
necessary to limit disclosure for the 
protection of the patient, the physician- 
patient relationship and the treatment 
services; for example, sealing from 
public scrutiny the record of any 
proceeding for which disclosure of a 
patient’s record has been ordered.
§ 2.65 Procedures and criteria for orders 
authorizing disclosure and use of records 
to criminally investigate or prosecute 
patients.

(a) Application. An order authorizing 
the disclosure or use of patient records 
to criminally investigate or prosecute a 
patient may be applied for by the person 
holding the records or by any person 
conducting investigative or prosecutorial 
activities with respect to the 
enforcement of criminal laws. The 
application may be filed separately, as 
part of an application for a subpoena or 
other compulsory process, or in a 
pending criminal action. An application 
must use a fictitious name such as John 
Doe, to refer to any patient and may not 
contain or otherwise disclose patient 
identifying information unless the court

has ordered the record of the proceeding 
sealed from public, scrutiny.

(b) Notice and hearing. Unless an 
order under § 2.66 is sought with an 
order under this section, the person 
holding the records must be given:

(1) Adequate notice (in a manner 
which will not disclose patient 
identifying information to third parties) 
of an application by a person performing 
a law enforcement function;

(2) An opportunity to appear and be 
heard for the limited purpose of 
providing evidence on the statutory and 
regulatory criteria for the issuance of the 
court order; and

(3) An opportunity to be represented 
by counsel independent of counsel for 
an applicant who is a person performing 
a law enforcement function.

(c) R eview  o f  evidence: Conduct o f  
hearings. Any oral argument, review of 
evidence, or hearing on the application 
shall be held in the judge’s chambers or 
in some other manner which ensures 
that patient identifying information is 
not disclosed to anyone other than a 
party to the proceedings, the patient, or 
the person holding the records. The 
proceeding may include an examination 
by the judge of the patient records 
referred to in die application.

(d) Criteria. A court may authorize the 
disclosure and use of patient records for 
the purpose of conducting a criminal 
investigation or prosecution of a patient 
only if the court finds that all of the 
following criteria are met:

(1) The crime involved is extremely 
serious, such as one which causes or 
directly threatens loss of life or serious 
bodily injury including homicide, rape, 
kidnapping, armed robbery, assault with 
a deadly weapon, and child abuse and 
neglect.

(2) There is a reasonable likelihood 
that the records will disclose 
information of substantial value in the 
investigation or prosecution.

(3) Other ways of obtaining foe 
information are not available or would 
not be effective.

(4) The potential injury to foe patient, 
to foe physician-patient relationship and 
to foe ability of foe program to provide 
services to other patients is outweighed 
by foe public interest and foe need for 
foe disclosure.

(5) If the applicant is a person 
performing a law enforcement function 
that:

(i) The person holding the records has 
been afforded foe opportunity to be 
represented by independent counsel; 
and

(ii) Any person holding the records 
which is an entity within Federal, State, 
or local government has in fact been



21814 Federal Register /  Vol.

represented by counsel independent of 
the applicant.

(e) Content o f order. Any order 
authorizing a disclosure or use of patient 
records under this section must:

(1) Limit disclosure and use to those 
parts of the patient’s record which are 
essential to fulfill the objective of the 
order;

(2) Limit disclosure to those law 
enforcement and prosecutorial officials 
who are responsible for, or are 
conducting, the investigation or 
prosecution, and limit their use of the 
records to investigation and prosecution 
of extremely serious crime or suspected 
crime specified in the application; and

(3) Include such other measures as are 
necessary to limit disclosure and use to 
the fulfillment on only that public 
interest and need found by the court.
§ 2.66 Procedures and criteria for orders 
authorizing disclosure and use of records 
to investigate or prosecute a program or 
the person holding the records.

(a) Application. (1) An order 
authorizing the disclosure or use of 
patient records to criminally or 
administratively investigate or 
prosecute a program or the person 
holding the records (or employees or 
agents of that program or person) may 
be applied for by any administrative, 
regulatory, supervisory, investigative, 
law enforcement, or prosecutorial 
agency having jurisdiction over the 
program’s or person’s activities.

(2) The application may be filed 
separately or as part of a pending civil 
or criminal action against a program or 
the person holding the records (or 
agents or employees of the program or 
person) in which it appears that the 
patient records are needed to provide 
material evidence. The application must 
use a fictitious name, such as John Doe, 
to refer to any patient and may not 
contain or otherwise disclose any 
patient identifying information unless 
the court has ordered the record of the 
proceeding sealed from public scrutiny 
or the patient has given a written 
consent (meeting the requirements of 
§ 2.31 of these regulations) to that 
disclosure.

(b) Notice not required. An 
application under this section may, in
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the discretion of the court, be granted 
without notice. Although no express 
notice is required to the program, to the 
person holding the records, or to any 
patient whose records are to be 
disclosed, upon implementation of an 
order so granted any of the above 
persons must be afforded an opportunity 
to seek revocation or amendment of that 
order, limited to the presentation of 
evidence on the statutory and regulatory 
criteria for the issuance of the court 
order.

(c) Requirements for order. An order 
under this section must be entered in 
accordance with, and comply with the 
requirements of, paragraphs (d) and (e) 
of § 2.64 of these regulations.

(d) Limitations on disclosure and use 
o f pa tien t identifying information: (1)
An order entered under this section 
must require the deletion of patient 
identifying information from any 
documents made available to the public.

(2) No information obtained under this 
section may be used to conduct any 
investigation or prosecution of a patient, 
or be used as the basis for an 
application for an order under § 2.65 of 
these regulations.
§ 2.67 Orders authorizing the use of 
undercover agents and informants to 
criminally investigate employees or agents 
of a program.

(a) Application. A court order 
authorizing the placement of an 
undercover agent or informant in a 
program as an employee or patient may 
be applied for by any law enforcement 
or prosecutorial agency which has 
reason to believe that employees or 
agents of the program are engaged in 
criminal misconduct.

(b) Notice. The program director must 
be given adequate notice of the 
application and an opportunity to 
appear and be heard (for the limited 
purpose of providing evidence on the 
statutory and regulatory criteria for the 
issuance of the court order), unless the 
application asserts a belief that:

(1) The program director is involved in 
the criminal activities to be investigated 
by the undercover agent or informant; or

(2) The program director will 
intentionally or unintentionally disclose 
the proposed placement of an
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undercover agent or informant to the 
employees or agents who are suspected 
of criminal activities.

(c) Criteria. An order under this 
section may be entered only if the court 
determines that good cause exists. To 
make this determination the court must 
find:

(1) There is reason to believe that an 
employee or agent of the program is 
engaged in criminal activity;

(2) Other ways of obtaining evidence 
of this criminal activity are not available 
or would not be effective; and

(3) The public interest and need for 
the placement of an undercover agent or 
informant in the program outweigh the 
potential injury to patients of the 
program, physician-patient relationships 
and the treatment services.

(d) Content o f order. An order 
authorizing the placement of an 
undercover agent or informant in a 
program must:

(1) Specifically authorize the 
placement of an undercover agent or an 
informant;

(2) Limit the total period of the 
placement to six months;

(3) Prohibit the undercover agent or 
informant from disclosing any patient 
identifying information obtained from 
the placement except as necessary to 
criminally investigate or prosecute 
employees or agents of the program; and

(4) Include any other measures which 
are appropriate to limit any potential 
disruption of the program by the 
placement and any potential for a real 
or apparent breach of patient 
confidentiality; for example, sealing 
from public scrutiny the record of any 
proceeding for which disclosure of a 
patient’s record has been ordered.

(e) Limitation on use o f information. 
No information obtained by an 
undercover agent or informant placed 
under this section may be used to 
criminally investigate or prosecute any 
patient or as the basis for an application 
for an order under § 2.65 of these 
regulations.
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